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a.I. 

CAS 

- CSF 

EEC 

EP 

EPA 

FDA 

FIFRA 

FFDCA 

GRAS 

HOT 

LEL 

LOEL 

MP 

GLOSSARY OF TERMS AND ABBREVIATIONS 

Active Ingredient 

Chemical Abstracts Service 

Confidential Statement of Formula 

Estimated Environmental Concentration. The estimated pesticide concentration 

in an environment, such as a terrestrial ecosystem. 

End-Use Product 

U.S. Environmental Protection Agency 

Food and Drug Administration 

Federal Insecticide, Fungicide, and Rodenticide Act 

Federal Food, Drug, and Cosmetic Act 

Generally Recognized As Safe as designated by FDA 

Highest Dose Tested 

Median Lethal Concentration. A statistically derived concentration of a substance 

that can be expected to cause death in 50% of test animals. It is usually 

expressed as the weight of substance per weight or volume of water, air or feed, 

e.g., mg/1, mg/kg or ppm. 

Median Lethal Dose. A statistically derived single dose that can be expected to 

cause death in 50% of the test animals when administered by the route indicated 

(oral, dermal, inhalation). It is expressed as a weight of substance per unit 

weight of animal, e.g., mg/kg. 

Lethal Dose-low. Lowest Dose at which lethality occ~ 

Lowest Effect Level 

Lowest Observed Effect Level 

Manufacturing-Use Product 
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MPI 

MOE 

- MRID 

N/A 

NPDES 

NOEL 

OPP 

PADI 

ppm 

RED 

RID 

RS 

TD 

TC 

TMRC 

GLOSSARY OF TERMS AND ABBREVIATIONS 

Maximum Permissible Intake 

Margin Of Exposure (PAD) 

Master Record Identification (number). EPA's system of recording and tracking 

studies submitted. 

Not Applicable 

National Pollutant Discharge Elimination System 

No Observed Effect Level 

Office of Pesticide Programs 

Provisional Acceptable Daily Intake 

Parts Per Million 

The Carcinogenic Potential of a Compound, Quantified by the EPA's Cancer Risk 

Model 

Reregistration Eligibility Decision 

Reference Dose 

Registration Standard 

Toxic Dose. The dose at which a substance produces a toxic effect. 

Toxic Concentration. The dose at which a substance produces a toxic effect. 

Theoretical Maximum Residue Contribution. 
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EXECUTIVE SUMMARY 

The Environmental Protection Agency, hereafter referred to as the • Agency" has 

completed its reregistration assessment of the available information on the pesticide active 

ingredients sodium bromide and sodium chloride, which make up the case named Inorganic 

-Halides. It has been determined that the currently registered uses will not cause unreasonable 

- risk to humans or the environment and are therefore eligible for reregistration. 

Sodium bromide is registered for use as a microbiocide in water recirculation systems 

associated with pasteurizer/cannc;:ry cooling systems, pulp/paper mill water systems, ornamental 

ponds and aquaria. It is also used in pesticide products to repel moths from clothing and fleas 

from pets, and their sleeping quarters. · 

Sodium chloride is one of two active ingredients in a disenfectant used to treat feeding and 

watering appliances, equipment and premises in poultry operations. Sodium chloride is the sole 

active ingredient impregnated into polyethylene which is placed around gardens as a barrier to 

slugs and snails. 

The Agency has determined that the uses of these active ingredients as currently 

registered pose no unreasonable risk to humans or the environment. Although there is some 

concern about effects to aquatic organisms exposed to the effluent resulting from the industrial 

use of sodium bromide, such discharge is limited under the Agency's National Pollutant 

Discharge Elimination System (NPDES) permitting program. 

Before reregistering products containing sodium bromide or sodium chloride, the Agency 

is requiring that product specific data on acute toxicology, chemistry, and efficacy, revised 

Confidential Statements of Formula, and revised labeling be submitted within eight months of 

the issuance of this document. After reviewing these data and revised labels and fmding them 

acceptable in accordance with Section 3(c)(5) of FIFRA, the Agency will reregister products. 

Those products which contain other active ingredients will be eligible for reregistration only 

when the other active ingredients are determined to be eligible for reregistratipn. 
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I. INTRODUCTION 

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was amended 

to accelerate the reregistration of products with active ingredients registered prior to November 

1, 1984. The amended Act provides a schedule for the reregistration process to be completed 

in nine years. There are five phases to the reregistration process. The first. four phases of the 

_process focus on identification of data requirements to support the reregistration of an active 

ingredient and the generation and submission of data to fulfill the requirements. The fifth phase 

is a review by the U.S. Environmental Protection Agency (referred to as "the Agency") of all 

data submitted to support reregistration. 

FIFRA Section 4(g)(2)(A) states that in Phase 5 "the Administrator shall determine 

whether pesticides containing such active ingredient are eligible for registration • before calling 

in data on products and either reregistering products or taking other appropriate regulatory 

action. Thus, reregistration involves a thorough review of the scientific data base underlying a 

pesticide's registration. The purpose of the Agency's review is to reassess the potential hazards 

arising from the currently registered uses of the pesticide; to determine the need for additional 

data on health and environmental effects; and to determine whether the pesticide meets the "no 

unreasonable adverse effects" criterion of FIFRA. 

This document presents the Agency's decision regarding the reregistration eligibility of 

the registered uses of sodium chloride and sodium bromide. The document consists of six 

sections. Section I is the introduction. Section II describes the inorganic halides, their uses, data 

requirements and regulatory history. Section III discusses the human health and environmental 

assessment based on the data available to the Agency. Section IV presents the reregistration 

decision for sodium chloride and sodium bromide. Section V discusses the reregistration 

requirements for sodium chloride and sodium bromide . Finally, Section VI is the Appendices 

which support this Reregistration Eligibility Decision. Additional details concerning the Agency's 

review of applicable data are available on request. 1 

1 EPA's reviews of data on the set of registered uses considered for EPA's analysis may be 

obtained from the OPP Public Docket, Field Operations Division (H7506C), Office of Pesticide 

Programs, EPA, Washington, DC 20460. 
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II. CASE OVERVIEW 

A. Chemical Overview 

The following active ingredients are covered by this Reregistration Eligibility 

Decision: 

• Chemical Name: 

• CAS Registry Number: 

• Chemical Code: · 

• Empirical Formula: 

• Basic Manufacturer: 

• Chemical Name: 

• Common Name: 

• CAS Registry Number: 

• Chemical Code: 

• Empirical Formula: 

B. Use Profile 

Sodium bromide 

7647-15-6 

013907 

NaBr 

Great Lakes Chemical Corporation and Ethyl 
Corporation. 

Sodium Chloride 

Common salt or Salt 

7647-14-5 

013905 

NaCl 

CHEMICAL: Sodium Bromide 

TYPE OF PESTICIDE: 
Water disinfectant, Sanitizer, Slimicide (slime-forming algae, bacteria and fungi), 

Bactericide, Algicide, Fungicide, Mollusc control agent 

USE SITES: 
AQUATIC NON-FOOD INDUSTRIAL: 

Pulp/paper mill water systems (fresh and sea water effluent water systems) 
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Industrial waste disposal systems (waste water treatment systems) 

Air washer water systems 
Recirculating and once-through industrial and commercial water cooling systems, Influent 

systems (flow-through filters, lagoons) 

Evaporative condenser water systems 

Sewage systems (secondary and tertiary waste water systems) 

Heat exchanger water systems 
Industrial processing water 
Industrial scrubbing system 

AQUATIC NON-FOOD RESIDENTIAL: 

Swimming pool water systems (spas, hot tubs) 

Ornamental ponds/aquaria (fountains) 
Domestic/commercial non-potable water (waterbed water and therapeutic pools) 

INDOOR FOOD: 
Food processing water systems 

INDOOR NON-FOOD: 
Pasteurizer/warmer/cannery cooling water systems (brewery pasteurizers) 

PESTS: 
Aquatic environmental bacteria; Slime forming algae, bacteria and fungi; Asiatic clam 

(Corbicula), Barnacle, Zebra mussel (Dreissena) 

FORMULATION TYPES REGISTERED: 

TYPE: End use, Manufacturing use 

FORM: Liquid soluble concentrate; Solid soluble concentrate -Tablets, Granules 

METHODS AND RATES OF APPLICATION: 

TYPES OF TREATMENT: 
Water recirculating system treatment, Water once-_through system treatment, Water 

treatment, Sewage wastewater effluent treatment 

EQUIPMENT: . 
Tablet feeder or Not specified 

TIMING: 
Continuous feed (initial and subsequent), Intermittent (slug, initial and subsequent), 

Initial, Subsequent/maintenance, Shock/slug or Not specified 
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RATE OF APPUCATION: 
Aquatic non-food industrial: 

From less than 1 ppm up to 27 ppm of active ingredient by weight 
Aquatic non-food residential: 

From less than 1 ppm up to 44 ppm of active ingredient by weight. 
(Pulp and paper mills: 0.5 to 5.0 ppm residual bromine) 

Indoor non-food: 
From 1 ppm up to 13 ppm of active ingredient by weight 

Indoor food: 
22 ppm of active ingredient by weight 

USE PRACTICES LIMITATIONS: 
pH: Maintain a minimum of-7.2 up to a maximum of 8.0 (Swimming pools, Spas and 
Hot tubs) 

CHEMICAL: Sodium Chloride 

TYPE OF PESTICIDE: Molluscicide, Disinfectant in combination with 20.4% 
potassium peroxymonosulfate (general/broad spectrum control of animal pathogens), 
Virucide, Fungicide (mold/mildew), Fungicide/Fungistat (fungi pathogenic to animals) 

USE SITES: 

INDOOR RESIDENTIAL: 
Air treatments (commercial/household) 

TERRESTRIAL NON-FOOD & OUTDOOR RESIDENTIAL: 
Perimeters of Gardens 

INDOOR FOOD: 
Poultry (egg/meat) - poultry house premises 
Poultry Processing Plant Premises (nonfood contact). 

INDOOR NON-FOOD: 
Egg Handling Equipment (h<ttching) 
Egg Handling Rooms (hatching) 

PESTS: 
Snails and slugs; Bacteria- Streptococcus pyogenes, Campylobacter pyforidas, Klebsiella 
pneumoniae, Salmonella tvphimurium, Salmonella choleraesuis, Staphylococcus aureus, 
Pseudomonas aeruginosa, Staphylococcus epidermidis, Mycoplasma gallisepticum; 
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Viruses- Newcastle Disease, Infectious Bronchitis, Infectious Bursal Disease, Avian · 

Laryngotracheitis, Avian Influenza, Marek's Disease; Fungi- Asoergillus flavus, 

Aspergillus fumigatus, Candida albicans. 

FORMULATION TYPES REGISTERED: 

Impregnated Material 
(10% sodium chloride) 

Soluble Concentrate/Solid 
(1.5% sodium chloride with 20.4% potassium peroxymonosulfate) 

METHODS AND RATES OF APPLICATION: 

Impregnated Material 
Place slug and snail barrier around perimeter of garden. Recess into soil 112 inch. No 

application rate specified. 

Soluble Concentrate/Solid 

Apply a 1% or 2% solution ( = 150 ppm NaCl or 300 ppm NaCl) to surfaces to be 

disinfected. For cleaning and disinfecting, use at a rate of 15 gallons of solution per 

1000 sq. ft.; for disinfecting, use at a rate of 7.5 gallons of solution per 1000 sq. ft. 

Allow 10 minute contact time, then rinse with potable water. For air sanitizing, fog with 

a 1-2% solution until surfaces are moist. Allow at least 2 hours before entering area that 

has been fogged. 

USE PRACTICES LIMITATIONS 

Impregnated Material 
Do not use for three consecutive seasons. 

Soluble Concentrate/Solid 
See Methods and Rates of Application above. 

C. Regulatory History 

Products containing sodium chloride as an active ingredient were first registered 

in 1954 for use as wood preservatives, a use which is no longer registered. There are 
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currently only two products registered containing sodium chloride as an active ingredient. 

Products containing sodium bromide as an active ingredient have been registered 
since 1975. There are currently 32 such products registered. 

ill. SCIENCE ASSESSMENT 

A. Physical Chemistry Assessment 

Chemical Name: 

Empirical Formula: 

Molecular weight: 

Melting Point: 

Density: 

Solubility: 

Dissociation constant: 

pH: 

Chemical Name: 

Empirical Formula: 

Molecular weight: 

Melting Point: 

Density: 

Solubility: 

Sodium bromide 

NaBr 

102.90 

755•c 

3.210 at o·c 

Sodium bromide is soluble in water. 

As a water solution of a strong electrolyte, sodium 
bromide is 100% dissociated. 

Sodium bromide is a neutral salt. Aqueous solution 
(46%) has a pH of 7. 

Sodium Chloride 

NaCl 

58.44 

soo·c 

2.165 at o·c 

100 parts by weight of water dissolves 36.0 parts of 
salt at 2o•c; 39.1 parts at 1oo•c; and 39.2 parts at 
107"C(the b. p. of saturated solution); the salt is 
soluble in glycerine, slightly soluble in alcohol or 
liquid ammonia and insoluble in concentrated HCI. 
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B. Human Health Assessment 

1. Toxicology Assessment 

a. Acute Toxicity 

The table below summarizes the toxicity results and categories for technical grade 

sodium chloride and sodium bromide. Because of its abundance in the 

environment and low toxicity to humans, no toxicity data were required for 

sodium chloride. For sodium bromide, acute inhalation data were not required 

because of the lack of potential inhalation exposure to humans and because of its 

low toxicity. 

Acute Toxicity - Sodium Chloride 

Test Result 

Acute Oral (rat) 3000 mg/kg 

Acute Dermal (rabbit) 

Acute Inhalation 

Eye Irritation 

Dermal Irritation 

Skin Sensitization 
*Sax and Lewis, 1989 

WAIVED 

WAIVED 

moderate 

mild 

WAIVED 

Acute Toxicity - Sodium Bromide 

Test 

Acute Oral (rat)2 

Acute Dermal (rabbit)3 

Acute Inhalation 

2MRJD 14889, 40670804 

3MRID 148890 

Result 

4200 mg/kg (males and 
females) 

4500 mg/kg (females) 

3900 mg/kg (males) 

>2000mg/kg 

WAIVED 

7 

Category 

III 

III 

IV 

Category 

III 
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Eye Irritation• 

Dermal Irritation' 

Skin Sensitization• 

mild 

mild 

nonsensitizing 

b. Other Toxicological Considerations 

IV 

IV 

Sodium chloride, commonly known as salt, sea salt, and table salt, is 

abundant in nature and primarily used to season or preserve food or in industrial 

processes. It is consumed daily by humans especially in commercially prepared 

and preserved foods. It is hypothesized that consumption of salt in excess of the 
minimum daily requirement may contribute to high blood pressure in some 

individuals. 

Sodium and potassium salts of bromide have been used for many years in 
prescription and proprietary sedatives. Consequently, the health effects of 

bromides following oral exposure are well known. The central nervous system 
depressant effects of the bromide salts in humans occur when administration is 

repeated daily at dose levels on the order of 1 to 2 grams per day. The effect is 
slowly reversed when dosing is stopped. Bromide ion acts in the organism by 
replacing chloride ion and inhibiting depolarization and transmission in nerve 
cells. 

A Salmonella twhimurium reverse mutation assay (Ames assay) was 

conducted using a 99% technical sodium bromide. Strains TA 1535, TA 1537, 

TA 1538, TA 98, and TA 100 were tested with and without S9 metabolic 

activation. No increase in reverse mutations were observed at concentrations up 
to 5000 ug/plate (MRID 40670808). 

An in vitro cytogenic assay was performed using human lymphocytes and 
99% technical sodium bromide. The tests were negative for chromosomal 
aberrations at concentrations up to 5000 ug/ml with and without metabolic 
activation (MRID 40670809). 

An unscheduled DNA synthesis assay was conducted. using bela cells and 
99% sodium bromide. The tests were negative witlr and without metabolic 

4MRID 148891 

5MRID 148892, 40670807 

6MRID 41019601 
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activation even at concentrations causing toxicity (25,600 ug/ml) (MRID 

40670810). 

2. Exposure Assessment 

a. Dietary 

Dietary exposure to sodium chloride and sodium bromide is not expected 

to occur as a result of pesticidal uses on food since no currently registered 

products involve food or animal feed uses. 

b. Occupational and Residential 

The potential for mixer/loader/applicator exposure exists primarily from 

the fogging/misting type applications associated with the disenfectant containing 

sodium chloride and from handling the liquid formulation of sodium bromide. 

The exposure, however, is considered minimal or low. Since the exposure is 

minimal and no human toxicity concerns exist, no additional exposure data are 

required. 

3. Risk Assessment 

The risks from occupational exposure are considered to be minimal based on the 

low toxicities of sodium bromide and sodium chloride. The toxicity (or lack of toxicity) 

of these compounds is well documented in humans. The inherent function of sodium 

chloride and the metabolic pathways of sodium bromide in humans and domestic animals 

are known. No additional hazard or exposure data are required for reregistration 

eligibility. Based on these factors and the limited pesticidal uses, the human risks are 

considered to be negligible . 

C. Environmental Assessment 

The Agency did not perform an enviromnental assessment of sodium chloride. 

The registered uses, as an ingredient in a poultry cage and equipment disinfectant and 

as a barrier to slugs around gardens, are insignificant with regard to exposure of sodium 

chloride to the enviromnent. Sodium chloride occurs abundantly in the natural 

enviromnent. It is a compom:nt of seawater, and in the diets of mruit terrestrial animals. 

Although it can be toxic in large amounts, especially to freshwater aquatic organisms, 

the use of sodium chloride as registered will not result in any significant exposure to non

target organisms in the enviromnent. For the currently registered uses, sodium chloride 

is present in low amounts, or is used in indoor situations only. Since sodium chloride 

readily dissolves, no enviromnental fate assessment was necessary. Therefore, the 

Agency does not require any enviromnental fate or ecological effects data for sodium 
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chloride. The following environmental assessment addresses sodium bromide only. 

1. Environmental Fate of Sodium Bromide 

Sodium bromide per se is a stable salt with no pesticidal activity. The salt 
dissociates in water to sodium and bromide ions which do not undergo any further 
degradation. Activators such as chlorine and sodium hypochlorite react with the 
dissociated bromine ion to form hypobromous acid (HOBr), which is the actual pesticide. 
The chemistry of hypobromous acid has been well documented in the literature. 

Sodium bromide is used in conjunction with chlorine and sodium hypochlorite 
during waste-water treatment process. Hypobromous acid can oxidize organic and 
inorganic material present iri effluent water and has a reported half life of about 125 
hours. Depending on the amount of material present with which hypobromous acid can 
react, a shorter half life than 125 hours is expected. Another mode of dissipation of 
hypobromous acid in waste water is via reaction with ammonia to form bromamines. 
These chemical reactions can result in as much as 50% reduction in the amount of 
hypobromous within seconds. However, "fresh" hypobromous acid is continuously 
introduced into the system. 

Hypobromous acid is reported in the literature to be a weaker oxidizing agent than 
hypochlorous acid (HO<;::l), which is currently registered for use in once-through cooling 
towers. In equivalent amounts hypobromous acid should pose a lesser environmental risk 
than hypochlorous acid since the amount of total residual oxidant is lower. 

When used in commercial and industrial cooling towers, recirculating cooling
water systems, once-through water systems, effluent water systems such as flow-through 
filters, heat -exchange water systems, and industrial water scrubbing systems, sodium 
bromide effectively controls algae, bacteria, and fungal slime. The sodium bromide 
solution usually is mixed with activators such as chlorine gas, calcium hypochlorite (60% 
available chlorine), sodium hypochlorite (5% available chlorine), potassium 
monopersulfate (4.5% active oxygen), and ozone. 

The chemistry of the fouling control agent, sodium bromide, is straightforward. 
The sodium bromide is injected into the service water-either before, after,or at the same 
point as the activator (either 99.9% chlorine gas or 12.5% sodium hypochlorite). No 
matter what the sodium bromide/activator mole ratio is (usually one-to-one), the active 
disinfectant is hypobromous. acid Because of its superior performance in high pH and 
ammonia-containing water,. hypobromous acid is an effective microbiological control 
treatment. As hypobromous acid passes through the heat-exchange unit, it is converted 
back to bromide ion (Br-) and water. The major portion of the hypobromous acid is 
converted to bromide ion as it reacts with the fouling organism present in the water. All 
but a small portion is fed to the service water and subsequently discharged to the source 
as the bromide ion. A small portion of the hypobromous acid reacts with organic 
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substances (ultimately producing carbon dioxide and water). 

In water, hypobromous acid ionizes to form hydrogen and hypobromite ions, 

which are powerful oxidants and will oxidize organic substances present in water to form 

bromide ion and water. At a pH of 8, 88% of the bromine is in the form of 

hypobromous acid, while only 26% of the chlorine is in the form of hypochlorous acid. 

In solution, the bromide ion does not hydrolyze and is not altered by ultraviolet radiation 

(sunlight). 

A Tier lc EEC7 (estimated environmental concentration) model was conducted 

by the Agency. A Tier lc EEC demonstrates the maximum concentration likely to occur 

immediately downstream froni.:an industrial (point source) discharge site. The EEC's are 

high exposure case, 1 in 10 year EEC's. For the high exposure case site, it would be 

expected that the EEC would be equaled or exceeded once every 10 years, i.e., there is 

a 10% chance in any given year that the EEC will be equaled or exceeded. This is 

similar to the site and frequency assumptions that are generally being used for 

agricultural pesticides. EECs for a 50% (typical site) at mean flow were also calculated. 

Results are as follows: 

Tier lc EECs for Hypobromous Acid 

Use Site, Type High Exposure Typical 
Case 

Food Processing 270 ppb 0.38 ppb 

Pulp and Paper Mills 270 ppb 0.75 ppb 

General Industrial Waste Disposal, Air 270 ppb 0.38 ppb 

Washer Systems, Sewage Systems 

Water Cooling Towers, Evaporative 270 ppb 0.43 ppb 

Condensers, Heat Exchangers 

7 A Tier Ic EEC is a preliminary or lower tier exposure assessment for industrial biocides. 
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Tier lc EECs for Hypobromous Acid on a Bromine Basis 

Use Site, Type High Exposure Typical 
Case 

Food Processing 450 ppb 0.63 ppb 

Pulp and Paper Mills 450 ppb 1.2 ppb 

General Industrial Waste Disposal, Air 450 ppb 0.63 ppb 

Washer Systems, Sewage Systems . 

Water Cooling Towers, Evaporative 450 ppb 0.72 ppb 

Condensers, Heat Exchangers 

A discussion of these results as they pertain to risk assessment follows in the 

Ecological Risk Assessment section below. 

Species 

2. Ecological Effects 

a. Ecological Hazard 

(1) Avian Testing 

In order to establish the toxicity of microbiocides to birds, one avian 

single-dose oral (LD50) study on one species (preferably mallard or bobwhite 

quail) and one subacute dietary study (LC50) were required. The results follow. 

Avian Acute Toxicitv 

% Test Material LD50 Conclusion 

(TGAI) (Sodium -
bromide) . -

Bobwhite quail 99.23 > 2250 mg/kg practically non 
toxic 
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Avian Subacute Toxicitv 

Species %Test LCso Conclusion 

Material 

Bobwhite quail 99.23 > 5633 ppm practically non toxic 

Mallard duck 99.23 > 5633 ppm practically non toxic 

(2) . Aquatic Organism Testing 

Since hypobromous acid is formed from both bromine chloride and sodium 

bromide when added to water, studies using technical bromine chloride (100% 

a.i.) have been used to support the data requirements for aquatic organism testing 

for sodium bromide. Results from these studies are presented below. 

Species 

Rainbow trout 

Bluegill sunfish 

(a) Freshwater Fish Toxicity 

The minimum data required to establish toxicity of sodium bromide 

to fish is a 96-hour acute toxicity study with either a cold water (rainbow 

trout) or warm water (bluegill sunfish) species. 

% Test Material LC50 (as bromine) Conclusion 

(TGAI) bromine 
chloride 

100 0.31 ppm highly toxic 

100 0.52 ppm highly toxic 

(b) Freshwater Invertebrate Toxicity 

The minimum data required to establish tgxicity of sodium bromide 

to freshwater invertebrates is a 48-hour acute toxicity test. 
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Species %Test LC50 (as Conclusion 

Material bromine) 
(TGAI) 
bromine 
chloride 

DaQhnia magna 100 1.07 ppm highly toxic 

Species 

(c) Estuarine/Marine Toxicity 

Estuarine/marine testing is required to support use in once-through 
cooling towers, oil recovery drilling muds/packer fluids, secondary oil 

recovery injection waters, and pulp and paper mills. 

% a.L (TGAI) 96-hour LC50 (as Conclusion 
sodium bromide bromine) 
measured as 
bromide 

Sheepshead minnow 46 0.19 ppm highly toxic 

Mysid shrimp 46 0.18 ppm highly toxic 

Eastern oyster 46 0.47 ppm highly toxic 

(d) Aquatic Residue Monitoring 

Aquatic residue monitoring studies of once-through cooling systems in 

freshwater and estuarine environments have been submitted to support registration 
of sodium bromide. 

One study was conducted at a powerplant on the Potomac River in Charles 

County, MD. At this point, the river is estuarine. A once-through cooling 
system is employed at the plant. This study was designed to examine bromine 

chloride as a potential substitute for chlorine when used in condenser cooling 
systems. Two 15 day trials were made using continuous dose rates of bromine 

chloride and chlorine. Application rates were 510 and 135 ppb bromine chloride. 

The study indicates that the highest discharge residue (104 ppb, measured 

at the point of discharge) of bromine as hypobromous acid, from an initial 

continuous application of 510 ppb, exceeds the LOC (Level of Concern - 112 
LC50) for mysid shrimp, 90 ppb, and sheepshead minnow, 95 ppb. 
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Another study was conducted at a powerplant in Carroll County, MD. 

This Publicly Owned Treatment Works (POTW) uses aeration followed by 

disinfection, and in this study chlorine in the absence of bromide and chlorine 

with bromide (bromide in both cases from sodium bromide) were used as 

disinfection. 

This study indicates that the highest bromine or hypobromous acid 

concentration (1081.6 ppb) in the effluent exceeds the LOCs (level of concern) 

for all aquatic species at the point of discharge. Residue concentrations as high 

as 135.2 ppb were detected 80 meters downstream. Residues were no longer 

detectable between 80 and 130 meters downstream. 

(e) Disciplinary Review Summation 

Sodium bromide has been found to be practically non-toxic to both upland 

game birds and waterfowl on both an acute oral and a dietary basis. Sodium 

bromide (as hypobromous acid) is considered highly toxic to both warm water 

and cold water fish, as well as to aquatic invertebrates and to estuarine/marine 

orgamsms. 

3. Ecological Risk Assessment 

As noted above the Agency conducted a Tier lc EEC (estimated environmental 

concentration) for hypobromous acid. The results for the "high exposure case" are 

comparable with the values obtained from the previously mentioned residue monitoring 

studies. These studies showed high concentrations of hypobromous acid as far 

downstream as 80 meters. 

The calculated "high exposure case" EEC, i.e. cases of extreme exposure, for 

hypobromous acid as bromine for all use sites tested is 450 ppb. This EEC exceeds the 

Levels of Concern (LOCs) for fish (112 LC50s = 155 ppb rainbow trout and 260 ppb for 

the bluegill sunfish), and for estuarine/marine fish and invertebrates (1/2 LC50s = 90 ppb 

mysid shrimp, 95 ppb sheepshead minnow and 235 ppb eastern oyster), but not for 

Daphnia magna (1/2 LC50 = 535 ppb). Also, the residue monitoring studies, which were 

conducted with application rates exceeding the permitted levels, indicate that the highest 

bromine or hypobromous acid concentration (1081.6 ppb) in the effluent exceeds the 

LOCs for all aquatic species. at the point of discharge. Residie concentrations as high 

as 135.2 ppb were detected 80 meters downstream. Therefore, the Agency presumes risk 

to freshwater and estuarine fish and invertebrates at the point of discharge and 

downstream to 80 meters. 

However, results for "typical" sites, i.e. industrial sites . with median 

concentrations, resulted in a range from 0.38 ppb to 0.75 ppb for all sites tested. These 
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values are well below the LOCs for fish and invertebrates as given above. This would 

indicate that this chemical can be used at typical sites without impact most of the time. 

Since the discharge of hypobromous acid is regulated by the National Pollutant Discharge 

Elimination System (NPDES) permit program of the Office of Water, the Agency would 

be able to control the discharge of hypobromous acid so that toxic levels are avoided on 

a site-by-site basis . Results from the modeling indicate that hypobromous acid can be 

used at typical sites most of the time, without producing effluents above levels of 

concern. 

4. Endangered Species 

The calculated EEC (450 ppb) exceeds 1120 the LC50 (risk criteria for endangered 

aquatic species) for rainbow trout (15.5 ppb), for bluegill sunfish (26 ppb), for 

sheepshead minnow (9.5 ppb), for mysid shrimp (9.0 ppb), for eastern oyster (23.5 ppb) 

and for Daphnia magna (53.5 ppb). Therefore, the Agency presumes a risk to endangered 

freshwater and estuarine/marine organism for "high exposure case" discharge of 

hypobromous acid. Results from the modeling indicate that hypobromous acid can be 

used at typical use sites, most of the time, without producing effluents above the levels 

of concern for endangered species. 

IV. RISK MANAGEMENT AND REREGISTRATION DECISION 

A. Eligibility Decision 

Section 4(g)(2)(A) of FIFRA calls for the Agency to determine, after submission 

of relevant data concerning an active ingredient, whether products containing the active 

ingredient are eligible for reregistration. As discussed in the previous sections of this 

document, no generic data were required for sodium chloride due to its nature and the 

amount of information already available in the public literature. Generic data were 

required for sodium bromide. Appendix B identifies these generic data, which the 

Agency reviewed as part of its determination of reregistration eligibility for sodium 

bromide, and lists the submitted studies that the Agency found acceptable. The Agency 

has completed its review of these generic data and information, and has determined that 

the data are sufficient to support reregistration of all products containing either of these 

active ingredients. This information and data enabled the Agency to determine that · 

sodium bromide and sodium chloride can be used without resultjng ih unreasonable 

adverse effects to humans ~d the environment. The Agency th~'refore fmds that a:ll 

products containing sodillfl.l bromide or sodium chloride as-an active ingredient are 

eligible for reregistration. The reregistration of particular products is addressed in 

Section V of this document. 

The Agency has determined that sodium bromide products and sodium chloride 

products, labeled and used as specified in this Reregistration Eligibility Decision 
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document, will not pose unreasonable risks or adverse effects to humans or the · 

environment. Although the Agency has found that all uses of sodium bromide and sodium 

chloride are eligible for reregistration, it should be understood that the Agency may take 

appropriate regulatory action, and/or require the submission of additional data to support 

the registration of products containing sodium bromide and sodium chloride, if new 

information comes to the Agency's attention or if the data requirements for registration 

(or the guidelines for generating such data) change. 

1. Eligible and Ineligible Uses 

The Agency has_ determined that all uses of all currently registered sodium 

bromide and sodium chloride products are eligible for reregistration. 

V. ACTIONS REQUIRED BY REGISTRANTS 

This section specifies the data requirements and responses necessary for the reregistration 

of both manufacturing-use and end-use products. 

A. Manufacturing-Use Products 

1. Additional Generic Data Requirements 

The generic data base supporting the reregistration of [NAME OF 

CHEMICAL] for the above eligible uses has been reviewed and determined to be 

substantially complete. 

2. Labeling Requirements for Manufacturing-Use Products 

Effluent Discharge Labeling Statements 

All manufacturing-use or end-use products that may be contained in an 

effluent discharged to the waters of the United States or municipal sewer systems 

must bear the following revised effluent discharge labeling· statement. 

"Do not discharge effluent containing this product into lakes, streams, ponds, 

estuaries, oceans or other waters unless in accordance with the requirements of 

a National Pollutant Discharge Elimination System (NPDES) permit and the 

permitting authority has been notified in writing prior to discharge. Do not 
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discharge effluent containing this product to sewer systems without previously 

notifying the local sewage treatment plant authority. For guidance contact your 
State Water Board or Regional Office of the EPA." 

All affected products distributed or sold by registrants and distributors 

(supplemental registrants) must bear the above labeling by October 1, 1995. All 

products distributed or sold by persons other than registrants or supplemental 

registrants after October 1, 1997 must bear the correct labeling. Refer to PR 

Notice 93-10 or 40 CFR 152.46(a)(l) for additional information. 

B. End-Use Products · 

1. Additiomll Product-Specific Data Requirements 

Section 4(g)(2)(B) of FIFRA calls for the Agency to ob_t.ain-any-needed 

product -specjiie-·aata regarding the pesticide afu:_u..deternlllllition of eligibili~. 
~de. The product specific data requirements are listed in Appendix,. 

~the Product Specific Data Call-In Notice. -----------·-----. ____ -" " --- .-
-· ·--"-···-- / __ ...-

Registran · · us data submissions to ensure that they meet 

current EPA acceptance criteria (Appendix F; Attachment E) and if not, eommit 

to conduct new studies. If a registrant believes that previously submitted data 

meet current testing standards, then study MRID numbers should be cited 

according to the instructions in the Requirement Status and Registrants Response 

Form provided for each product. 

2. Labeling Requirements for End-Use Products 

Worker Protection Standard 

Any product whose labeling reasonably permits use in the production of 

an agricultural plant on any farm, forest, nursery, or greenhoUse must comply 

with the labeling requirements of PR Notice 93-7, "Labeling Revisions Required 

by the Worker Protection Standard (WPS), and PR Notice 9311, "Supplemental 

Guidance for PR Notice 93-7, which reflect the requirements of EPA' s labeling 

regulations for worker protection statements ( 4 0 CFR p~ 156, subpart K). 
These labeling revisions are necessary to implemenc thcr Worker Protection 

Standard for Agricu)tural Pesticides (40 CFR part 170) and must be completed 

in accordance with, and within the deadlines specified in, PR Notices 93-7 and 

93-11. Unless otherwise specifically directed in this RED, all statements required 

by PR Notices 93-7 and 93-11 are to be on the product label exactly as instructed 

in those notices. · 
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After April 21, 1994, except as otherwise provided in PR Notices 93-7 

and 93-11, all products within the scope of those notices must bear WPS PR 

Notice complying labeling when they are distributed or sold by the primary 

registrant or any supplementally registered distributor. 

After October 23, 1995, except as otherwise provided ·in PR Notices 93-7 

and 93-11, all products within the scope of those notices must bear WPS PR 

Notice complying labeling when they are distributed or sold by any person. 

The labels and labeling of all products must comply with EPA's current 

regulations and requirements as specified in 40 CFR §156.10. 

Effluent Discharge Labeling Statements 

Refer to subsection A. above for labeling requirements for effluent 

discharge. 

C. Existing Stocks 

Registrants may generally distribute and sell products bearing old labels/labeling 

for 26 months from the date of the issuance of this Reregistration Eligibility Decision 

(RED). Persons other than the registrant may generally distribute or sell such products 

for 50 months from the date of the issuance of this RED. However, existing stocks time 

frames will be established case-by-case, depending on the number of products involved, 

the number of label changes, and other factors. Refer to "Existing Stocks of Pesticide 

Products; Statement of Policy"; Federal Register, Volume 56, No. 123, June 26, 1991. 

The Agency has determined that registrants may distribute and sell [add chemical 

names here] products bearing old labels/labeling for 26 months from the date of issuance 

of this RED. Persons other than the registrant may distribute or sell such products for 

50 months from the date of the issuance of this RED. 
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VI. APPENDICES 
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APPENDIX A. Table of Use Patterns Subject to · 
Reregistration 

23 



24 



Appendix A · Case 4051, Chemical 013905 Sodium Chloride 

"-~phcation 1 y~ API'litltion Tirnint A,plicllion Sut11ce IYII' '"" ......... Muilun Mn. I Mil., Min. 111111'111 llestricl:td ......... 
Equipment Application R111 AJI!IIitllion R1te .... ..... Br!MIII Apps. ' """ l.initltlons ' ' Use l.irit1tions 

'""'' ,, ... M11. Rile Mlr. Rill ..... 
IDI'fsl tOaysl - Dis...,._ 

USES ELIGIBLE F 0 R REREGISTRATION 

FOOO/FEEO USES 

Site: Poultry !Egg/Meal) (Use Group: INDOOR FOOD) 

Feeding and watering app~ance treatment, NOL. NOL. hard. SC/S 150 w 300 w NS NS NA NA NA NA · 10 mimtes contact time; potabM water rinse (non-residual 

Efficacy influencing factor: organic soil. 
claim}; rtmOVe animals prior to treatment; remove feed and 

water prior to treatment. 

Surface treatment. NOl, foggl!l', hard. SC/S 150 w 300 w NS NS NA NA NA NA 10 ninutes contact time; potable water rinse (non-residual 

Efficacy influencing factor: organic soil. 
daimJ; remove animals prior to treatment: remove feed and 

wlllf prior to treatment. 

Site: Poultry Processing Plant Pren1ses (Nonfood Contact) (Use Group: INDOOR FOOD) 

Spray, NOL. sprayer, hard. SC/S 150 w 300 w NS NS NA NA NA NA NA 

Efficacy influencing factor: organic soil. 

NON·FOOO/IlONHEO 

Site: Air T reetments (Conmercia!Mousehold} !Use Group: INDOOR RESIDENTIAl) 

Spray, NOL sprayeJ, bard. SC/S 150 w 300 w NS NS NA NA NA NA NA 

Efficecy influencing factor: organic soil. 

Silt: Egg Handling Eq...,_l IHII<hingl !Use Groll': INDOOR NON·FOOO! 

Surface treatment. NOL, NOL. bani. SC/S 150 w 300 w NS NS NA NA NA NA NA 

Efficacy influencing flctor: organic soil 

Site: Egg Handling Ro01111 (HIIchingl !Use Group; INDOOR NON~OODI 

Surf~te treetment, NOL. NOL. hard. SC/S 150 w 300 w NS NS NA NA NA NA NA 

Efficacy influencing factor: organic soil. 

Site: Gardens· ~nspeciliedl !Use Gtoup: TERRESTRIAL JION.fOOD + OUTDOOR RESIOENTIALI 

Barrier trutment. when needed, by hand. .. . . IMPR No calc No cafe NS NS NS NA NA NA Do not use lor three consecutive seasons. 

Thi• ,.,.._Rtf• 1-.n •• '"" ,...,.,... Th• n ... .t.,rt l•h.l "' thi• ., • ., ...,,,., a ...... ....~ .................................... h- ..................... 

Abbreviations used 

Header: mu - maxkrum; nin • rrininllm; apps - appkations 

Form: I - Impregnated material; SC/S Soluble Cont:entrate/Solid; 

Rate: AI • active ingredient; ppm • parts per nilfion; V· volume; W • by wtight 

NOL - not on label N). • not appHcable 

No calc - no calculation can be made NS - not specified 
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APPENDIX A . Case 4051, (Inorganic Halides) Chamical 013907 !Sodium Bromide) 
c.-
I 

~nphc~!•o~ AppHtalion A11plicat•on '"'"' '"' '"" - Ma•inun MIJ. I MaJ. I Min. lntlf'lll Restricted Glogrlpllic.. U• Pattem Umitllions 

!llll!ng fQUipmtll! '"' A,plic11ion Rite A~lication Rate Apps. Apps. (I BIIWIIII Apps. (I ••• liritltionl ' ' 
Mil. IIIII Mu 11111 ln!ln'al 

IDaysl - """"""' 
USES ELIGIBLE F 0 R REREGISTRATION 

FOOD/FEED USES 

Site: Food Prcn:nsing Wtter Systems !Use Group: INDOOR FOODJ 

water treatment. NOL. NOL. NA SC/l 22 w 22 w NS NS NS NS NA NA NF'OES bill ~ PotiMI Wltlf rin•. 

NON-FOOOIIION-FEEO USES 

Site: Air Washer Wtter Systems (Use Group: AOUATIC NON-FOOD INDUSTRIAL) 

water recin:ulating system treatment, continuous feed SC/l NC NC NS NS NS NS NA NA NI'DES lanSII rntriet1o1L I 

ftnitiall. NOL, NA 

water recirculating system treatment, continuous feed . SC/l NC NC NS NS NS NS NA NA NPIJES btll restrictiln. 

lsubsequontl. NO~ NA 

water recirculating system treatment, intemittent (sfugl · SC/l NC NC NS NS NS NS NA NA NPIJES bnlt I'IStrictiDn.. 

f•itiall, NO~ NA 

water recirculating system treatment, intemittent (sfug) SC/l NC NC NS NS NS NS NA NA NI'DES lanSII ratrktieft. 

!subsequent!. NO~ NA 

water recirculating system treatment, initial, NOL, NA SC/l < 1 v 12 v NS NS NS NS NA NA NPDES bnlt mtrictiln. 

water recirculating system trntment, SC/l < 1 v 12 v NS NS NS NS NA NA NPIJES lcwlllltrictilrt. 

subsequent/mlinlenance, NOL. NA 

Site: Commorciol"ndntrlol Woter Cooling Systlms llln Grnp: AQUATIC NON.fOOO INOUSTR1All 
. 

water recirculating system treatment. continuous feed SC/S 4W IIW NS NS NS NS NA NA 0. lilt ............. Cllll ... INs ,.-..lllct Inti """ ltfHml, ,.. eshllria. 

(lniiial), teblet feeder, NA 
tcMM. • IIUAiC ..., III'OES ICIIIIt restrictlenl. l'lldun tllim. Dt not lhctlqe 

afftaMt ...... ttis JIISlic* inti ..... tylllml wlttlaul Mtifrinl "" .. 
, ____ ,r.tllldltrtty. 

' water recircutating system trutment. contiluous feed SCIS' 1 w BW NS NS NS NS NA NA 0. 1111: ....... ""-' Clllt- thll ..,.ut •• llbJ. Sh'IIIM. ............ 

I (subsequent!. tablet feedlf, NA 
~CUr.~, or ,.all: wac• IJI'DES bill IBtrictillt). l'fldull dlin. Dl not ...,.. 

.. lffWrl tlfltlililll tllll JIISlic* iltt ..... tptlllll witt~~~! ~ "" .... . . 
~~ ... lllltllrity. 

water recirculating system treatment, .intemittent (sfug) SC/S 4W IIW NS NS NS NS NA NA o. M1 .....,. lffllllnt •• thll ~ lnte llkls. mums. 1101*. IIUifia.. 

r~nitial), tablet feeder, NA 
ICUftS. or IIUilk ...... (fi'DES bill rntrictionl. ,........ dlin. Dt 1111 ildlqe 

lffWII c:.rtlillinl ttis ,micide iltt ..... l'fSWM wlthll1 llltifrinl "" ... 
tl"'ltffM - Mtllrity. 

water recirculating system treatment, intemittent (slug) SC/S 1 w BW NS NS NS NS NA NA 0. 1111 ~ """"' tllll:lil*ll thll ..,Muctlntt ltb$, muns. ,...., ~Sturin, 

{sub~uent}, tablet feeder, NA 
-. or pullk ...... IM'DES ._. ..mtr:tilnl. I'TidNII dlim. Do not lisdlql 

'"'-'t cantlillinl ttlil jiiStlcidl inle IIW8II rystiiiiS willloul notifying 1M ,.... 

"""'*" Jltnt llttlority. 

Site: Commercialllndustrlal Wtter Cooling Systems (Use Group: AOUATIC NON-FOOD INOUSTfiiALI (Csntinllld from prmou1 P'ltl 

water recifculating system treatment, continuous feed SC/S BW l~W l NS l NS l NS l NS l NA l NA l NPilES""" """"""· ,_- Do oot ....... ._ _...,"" ,..._ 

[m~n. NO~ NA SC/l 
Inti __,. ryst1ml witlltlt •tif'tinl tile ..... tliiiJMnl ,.... llllhority. 

- ~ 
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I APPENDIX A - Case 4051, (Inorganic Halides) Chemical 013907 (Sodium Bromide) 

~ ' 
ll.pphcat1on Application Applicltion Surhn '"' '""' ......... Mt•imum Mn. I M11. I Min. lnttr¥11 """"" - ' U• Plttem lini!llions 

[,""" fqmpo:Mnt r,,. Application Rate Application Rtte A"'s. APSIS- f 
_..,._, ••• timi1•tions 

Mu. Rite Mulllte ..... 
!Daysl ·- rn-

USES ELIGIBLE f 0 R REREGISTRATION 

water recirculating system treatment, continuous feed SC/S 2W 6W NS NS NS NS NA NA NPOES bill !ellrittiDn.. Plldun tt.im. Do not disdllltl tmu.ll: c:ontlining this ,estldde 

(subsequent!, NOl, NA SelL 
Into IIWII' ryrt11111 _wittlout notifying thl sew~g~ tmtnwll plant llllthllrity. 

water recirculating system treatment intemittent (slug) Se/S 6W 13 w NS NS NS NS NA NA NPDES 1ic1M1 mtrktion. Plldun dain. Do not ....... tffluMC cantlining this pntiddt 

(initial), NOL. NA Se/L 
inte .... SJSt11111 witt.ut nolifyinf thl S1W9 tmtnwlt pllllt IUChority. 

water recirculating system treatment, internittent (slug) Se/S 2W 6W NS NS NS NS NA NA NPOES ._. mtrie1ioll. PTidun dain. Do not dischllp lffWrt eont ... tt1is pn1ici1tt 

(subsequent!. NOL. NA SelL 
ittt ...... 1f1t1mS w1tt1out natilfinl tM sewap tmtnalt pllllt IU1horily. 

water recirculating system trlltment, initial NOL NA SelL <IV 12 v NS NS NS NS NA NA lf'OES blllllltriction. • 
water recirculating system treatment, Se/L < IV 12 v NS NS NS NS NA NA NPIIES ~ mtridian. 

subsequent/maintenance. NOL. NA 

water once-through system treatnwnt, continuous feed SelL Ne Ne NS NS NS NS NA NA NPOES .._l'lltriction. 

!initial), NOL. NA 

water once-through system treatment. continuous feed Se/L Ne Ne NS NS NS NS NA NA NPOES lianst l'lltriction. 

lsubseqvenll, NOL, NA 

water once-through system treatment, intemiltent SelL Ne Ne NS NS NS NS NA NA Nt'DES Ilene l'lltrictlon. 

lslugl [lnitiall, NOL NA 

water once-through system treatnwnt, intemittllflt SCJL Ne Ne NS NS NS NS NA NA JII'OES Ilene drictlon. 

lslugl(sulrsequent), NOL NA 

water once-through system ueatmern. initial, NOL, NA sen. < IV 24 v NS NS NS NS NA NA NPDES llcll.- flltfktilft. Do 1111 ....... .m..t contlinill tlis (II"'M1 Into "*es. 
II....._ ,.. 11tMries. 1C11MB, • ,ubk wmr ffi'OES klnlllftl:rictianl. Do not 

llsdlllll .,_.. antlil*t INs ,atlcWt Into -. IJSiems Mthllut llltifltnl thl -. _,... __ 
water once-through system treatment. sen. <IV 24 v NS NS NS NS NA NA Nt'DES ..... IBitktilll 0. 1111 ....... lftUnl ...... lhiiii"'MM inti likes. 

subsequent/maintenance, NOL. NA 
' 

.-. ,.. IIIVMill. -. ..... Wltlf INPD£S licMII Plltfktilnl. 0. nil 

' 
..._.. tfftllnt •lillnl Ifill ,ma. Into -. syse• wiltiM llltifPII thl -. _,... __ 

Site: Domntitlt-elol lonpotoblo Wollf IWo-.1 W•t1!111Jso Groop: AQUATIC NOI-fOOO RESIDEITIAU 

water treatment. inrtial. NOL. NA SelL 40V 40 v NS NS NS NS NA NA ti'OES--
wateJ treatment, subsequent/meintenancl, NOL, NA SelL 10 v 10 v NS NS NS NS NA NA NPDES ._. llltricdon. 

Site: Ev1por1tivt Condlftltr Wttlr Systems (Use Group: AQUATIC ION-FOOD IIDUSTRIAU 

water recirculating system treatment, continuous feed Se/S 4W 11 w NS NS NS NS NA NA I'NdMII dlft. DIIIOt .._,. .m..t contlininl tlis pesticidl inti -. systtms 

!initial), tablet Ieeder, NA 
lflttllllt flltlfyirll tt11 -. IIIII!Mnt !llln1111therity. o. 1111 ~ lf!Uinl cent-. 

this (II'IMt ilto Will, ICIIIIIII, ,nb. ntuona, OCU'IS. or pullk .m. !fi'IIES Jan• 

restrictiln\. NPDES 10n11 mtdttilft. 

water recirculating system trutment, continuous feed Se/S IW &W NS NS NS NS NA NA PndNn dlil.. Dl "" ~ .m.nt centllnlnR this Jllll:icidt .......... ..,.. 

!subsequent!. tablet Ieeder, NA 
withM flltlfyint"" ... fflltmMII ,-.m lathorlly. 0.1111 ...... tffiiiiM c.J~tlini'l 

' 
!Ills ,nMI iltl IIUs, 11:1111111. ,.., l$blllta. ecuns, II ,....ac ..... fiii'OES 1c:1nJ1 

' rntrictiln). NPDES bill mtrictilll.. 

- - --
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APPENDIX A • Case 4051, (Inorganic Halides! Chemical 013907 !Sodium Bromide I 
. 

Appliutiim Aptllicahon APIINtalion '"'"' Typo '"" ........ Mnimum Ma1.l Mu. I ...._. - ......... • Us1 P11tem lmtatiw 

Timing Equipment Typo Application Rail Ajlp~cation R1t1 ..... -· ~A!IIIs.l!l .... liniiiJtions 
Mu. Rill MIL .... lnt.,.,ll 

IDIJSI - -
USES ELIGIBLE F 0 R REREGISTRATION 

water recirculating system treatment, intermittent (slug) SCJS 4W IIW NS NS NS NS NA NA Pndhn dlill. Do Ml hhl!fllftluW ton1lilinl lllis pnticidl into ~ syst11111 

(initial), tablet feeder. NA wMIItut notifying 1t11 JIWIII bll~ plant ltlthority. Do nat ~ lffWit eontlining 

ttlis ,educt int~ llll:n. ltlUN, ,....SS. ntlllrin, IICIIIIS, tr IIIMt wM (M'DES lil:lnJI 

NStrittilnl. NPDES an. mtrictlan. 

water recirculating system treatment, intemittent (slug) SCJS IW 6W NS NS NS NS NA NA I'TtcHI dllnL 0. not ~ lfnulnt cont ... this ..... inti ... systtms 

(subsequent!. tablet feeder. NA withotd Mtifotlnl thl -... tllltMII pllnt lllltlarity. Do not disdwgllf!Unt centlining 

this ....-: ilto '*-· stmms. "'* ntulrils, ICIIM, ar public Wlttr INPDES blsl 
rutridlllll. M'OES an. IIStril:tilft. 

water recirculating system treatment, continuous feed SCJS 6W 13 w NS NS NS NS NA NA NI'IJES 1i1:1n11 ..stricticln. PrldNn dlim. Do flit ....... lffllllnl ctM .... this pnticidl 

(initial). NOL. NA illtt ..... systlln!l wlthtuc notlfotlnl tfll -. ~ !lllllllllttllrily. 

water recirculating system treatment. continuous feed • SCIS 2W 6W NS NS NS NS NA NA NI'IJE!' bMI nstrictiDIL l'ltdllll dill!!. Do not 11se111111 tfftulnt: c.nt ... this !IISflddt 

lwbsequenll. NOL. NA 
inti .... lfstlms withluiiiOiifylrt , .. liMit lrum.nt ,..... Mhlrity. 

water recirculating system treatment intermittent (slug) SCJS 6W 13 w NS NS NS NS NA NA M"IJES bill 111trictien. Prldlln clllm. Dt 1111 tldiMp lfflllnt allllinilf this pesticidll 

Pnitiall. NOL. NA intt ... JYstiiM wilhllllllltifyina ..... lrmm.tt ,.... lltMitty. 

water recircutating system traatment, intamittent lsklgl SC/S 2W 6W NS NS NS NS NA NA II'OES -- ...crictlln. ,...... dllm. 0. ........ """"' ...... dlil patiddt 

lwbsequontl. NOL, NA Into IIWIIII JYst11M withlu!IIOiifyW!f IN -. ITIIIdllt jltanl lllflllrfty. 

Site: Hoot Exchanger Wollr Sys- lUll Grnp: AOUATIC NON-FOOD INOUSTRIAU 

water recirculating system treatn.t, continuous feed SC/l NC NC NS NS NS NS NA NA NPD£S ..... llltrictlen. 

fm~ioll, NOL NA SCIS 

water recirculating system trntmern. continuous feed SC/l NC NC NS NS NS NS NA NA NPOES llcni rmricttln. 

l"'bsequentl. NOL. NA SC/S 

water recirculating system trutnwtt. intemittent (slug) SC/l NC NC NS NS NS NS NA NA NPOES 111:..- llllrktilft. 

rmitiall. NOL. NA SC/S 

water recirculating system trtltment interrriltent (slug) 'sc~ NC NC . NS NS NS NS NA NA M"IJES bill riSiritllln. 

l"'bsequonlf, NOL, NA SCJS .. 
Site: Hoot Exchon .... Wollr Sys- llho Gr1110: AQUATIC ·DII·FOOD INDUSTRIAL! ICantmu<d from pnwiout,., 

water recirculating system treatnwnt, initill. NOL. NA SC/l <IV 12 v NS NS NS NS NA NA NPOfS bill Mltlktla 0. 1111 illchllle .m.nt eent ..... this .-sticWI int• IMifl syUM"""""'.,.. ttll .... ~ pllnl..m.tty, Do lilt w..,. Dfftllrrt 

centlininl INs tnMt intt llkn. stmms. ,... tstulrin. tteDM. or !Mk wet. tff>DES 

-· mtrtetilnl. 

water recirculating system treatment, SC/l < I y 12 y NS NS NS NS NA NA II'DES lciMI Nltdctlln. 01 1111 tlldllrlt lfflllnt COI'IIIIininl IIU ,nUt Inti l.t:n, 

subsequent/mlintenance, NOL, NA 
IIIUIIII, ,.. __., 1C11111. II ,...ar: wattf INPO£S .._ ltltritliall~ 0. 1111 

ll:llchlrtl .rfllllnC centlinlnl this ,esticWt into ...... syn• withlut notifPII tM IIWIII 

IIUb!Wit ,e.nt llthlrity. 

water recirculating system treatment, continuous feed SCJS 4W 13 w NS NS NS NS NA NA Pltdtlll dliM. II'OES lanlt llltrictilft. Dt 1111 .._.. """"'- till ... this ,esticidll 

rmitiaO, t1blet feeder, NA i11tt ... syUft1 wilhauii!Oiifyinf lhl 11W1111 ~ !IIDnt IIUCIIriy. 0t 1111 

~ tfbnl cont ... this ,.Mi inll like, ........ ,.., attarill, IICIIRI, II 

,..tilt Willi INPOfS lanll lldrictillll. 
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APPENDIX A . Case 4051, !Inorganic Halides! Chemical 013907 !Sodium Bromide! 
' 

flppt•ution Apphution Applie1tion Suffice '"' ·~ 
........ Muinun Maa. I Mn.l ........ Restricted Gqrl!llic I u. Pltltrn Lmllliolls 

!m1ng fQIIIpment Typo A,plic11ion R1te ApiJiicllion R111 .... Apps. 1!1 ~Apps.' EMo lmtltioM 

Max. Rill Mil. Am lnttr~ll 

!Days\ - ........ 
USES ELIGIBLE F 0 R REREGISTRATION 

water recirculating system treatment. continuous feed SC/S I W 6W NS NS NS NS NA NA I'Tidl1n dliiL NPOES liaiiii11S1ric'U111. Do 1101 lisdlllge lffluent tontlifinl ttn pestiddl 

(subsequent). tablet feeder. NA 
into J1W1111 IJ'!IIM withowt 1111tifyirlg tM IIWI9' tlllllNIII !'IIIII Mltharity. 0o ftD1. 

disdllrfl tfflulnt eontlinill tlis ~ into likes, strums, p!lllds, ntullits, a.ns. Of 

public wlttf IMPOES b!JII'IItrictitnl. 

water recirculating system treatment, intemittent (slug) SC/S 4W 13 w NS NS NS NS NA NA Prldun claint NPOES ktMt flltrietion. Do IIIII llisthlrgt tfflulnt contlinl!l ttlis pmic:idl 

(initial), tablet leedf!f. NA 
inti JIWIIII ty1hml without llltlfyille tM ...,. lllltnall pl1nt IUiharity. Dt not 

tlschlrp lfflulnt eom:--. thill"duct inte \ekes, stllams, ponds, estdin. OCHM. If 

public Wlttf tMPDES bill mtridioft\. 

water recirculating system treatment, intermittent (slug) SC/S 1W 6W NS NS NS NS NA NA l"rKinn cllilft. NPDES bn• mtril:tion. Do not tischql affluent cantllininl Ita ,mic:idt 

(subsequent), tablet feeder, NA 
inta -. lyStiiM wiltlaut notifrin1 the ..,. ... t~t•tnm pllnt llltharity. Dl not 

dilimlrit lfflulnt eentlining this ,aduct into llka. stmms. ,amts. estlllfils. KHns, or 

jlvblic Wltlr INPDES 11anst mtrictionJ. 

Site: Industrial Processing Water (Use Group: AQUATIC 11011-FDOO IIIDUSTRIAU 

water recirculating system treatlfellt, continuous feed SC/l NC NC NS NS NS NS NA NA NPO£S blst rntrietioll. 

!initial), NOL. NA 

water reci'culating system trtatment, continuous feed SC/l NC NC NS NS NS NS NA NA Nf'DES ... ratrictlon. 

I 
lsubsequootl. NOL. NA 

water reci'culating system treatment, intemittant (slug) SC/l NC NC NS NS NS NS NA NA NI'OES licftl ..stdctioR. I 

!initial), NOL. NA 

water recfculating system trntmant, intemittant (slug) SC/l NC NC NS NS NS NS NA NA ---
;.,bsequoon NO~ NA 

water treatment, initial, NOL. NA SC/l NC NC NS NS NS NS NA NA ---
Site: lndustrlol Procnslnt Wotor lUll Group: AQUATIC IQI-FOOO IIOUSTRIAU iContinurd fttm pmillus Pilei 

water treatmet~t, subsequent/maintenance. NOL NA SC/l NC NC NS NS NS NS NA NA II'U£S ..... ..stdctiiiL 

water tr11tmant, NOL NDL NA SC/l NC NC NS NS NS NS NA NA ---
Site: lnjllltriol Scrubblnt Sys""" tun Group: AQUATIC lolllOOO IIDUSTRIAU 

water recirculating system treatment, continuous feed SC/l 6W 13 w NS NS NS NS NA NA ,....... dliiL II'DES .... ~ Dt "" ....... lfn.nt l*lllilli'l this ,.stie* 

fmitial), NOL NA SC/S 
illta -. spttMt wlltllll: JlltifyiiiiJ thl lfWII' ti'IIIIMnt Jlant llltfllrii:J. 

water recirculating system treatment, continuous feed SC/l 2W sw NS NS NS NS NA NA ,..._ c11k NPUES 1ctNt 111tricti111. Dt Mt ....... .mr..t c.ntlilinl this jiiSticillt 

l"'bsequentl. NO~ NA SC/S 
lntt ... tylttiN; wlltllll: _.,.. "" ............ ,... IUifltrity. 

water recirculating system treatment. lnternittent (slug) SC/l 6W 13 w NS NS NS NS NA NA l'rldNn cWinL NPOES bl• mtrictilft. 011 1111 b:hllp If'-" tlllllilinl this !~~Slid* 

[Initial), NOL. NA SC/S 
inio -. systMJt wllhaut notifyW!a dlt ....,. tmtnnt ~~~tnt llll:hority. I 

water recirculating system treatment, intermittent (slug) SC/l 2W 6W NS NS NS NS NA NA Prldun elM. NPUES liciMt mtrlctitft. 0. 1111 lhctlllp ._ contlillinl INs ,.stir:idt 

l"'bsequ01t1. NO~ NA SC/S 
infg SIWigl 'YstMIIi wil:haut llltlfying tflt .... l1tltlnllt pltnt JUthOritJ. 

- --- - - - ··- - - - -- --
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APPENDIX A - Case 4051, !Inorganic Halides! Chemical 013907 !Sodium Bromide! 
• 

Applicllktn Ac~Ptic•tion Applicltiol! '"'"' Typo .... ......., Mlrimum Mil.' Mn I 
...__. ...,_ Gtogr.,tlic 1 U. P.n.m Lmtatiolls 

Ttminq fquiprrent Typo AJt!tit•tion R•te Appintion Rite AIIPS. Aws.l!l ~Apps.(l .... litit•tions 

Mu. Rllt Mu. IIIII lnt'"tl 

""" - ·-
USES EliGIBLE F 0 R REREGISTRATION 

water recirculating system treatment. initial, NOL. NA sc~ < 1 v 12 v NS NS NS NS NA NA NPDES 1ic11111 Nltridieft. Do net ..... efflun contlining this ~ into likes. 

11mms, ponft. tstnrits. 1C1111S. • ,ulllic wlhr (ti'DES 1ic1nS1 mtrietilnl. Do Mt 

lhcfllltl tfftullt etntlinilg tlis ,.sticidl into SIWIII systiiiiS wittlout flllifylnf II• ....,. I _ ..... ...,_ ' 

water recircut1ting system treatment, sc~ < 1 v 12 v NS NS NS NS NA NA NPOES liclllll rtttttdiDR. DIIIIC 4ildllrtt .rtMnt Clllt ... lhis ~inti lltltl, 
1 

subsequent/maintenance, NOL. NA 
stiQIIIS. pends. atvlrils. ICIYftl. • IIIII* wat• fNI'(IfS liciiiSt restridiln~ Do IMt I 

.....,._ lffMnt c.ntainlng this pestil:idl into ,... systtms without Mtifying te. SIWI9'1 
lltlfiNntplantllllfllrily. 

water recirculating system trntment, continuous feed SC/S 4W 11 w NS NS NS NS NA NA Prldlln daiJn. 011111 tildllll' .m-1 contlininl ttil produc1 into llbs. struna:, I'Oflds. I 

[Initial), tablet feeder. NA 
atulrill, allli. • puWit wot• {triiES licen• ratrittionl. Do net aMrp lffluent 

contlillinl tt11s ,..tieidt into SIWII' syttns withaul 1101if'(itlg the IIWI!IIIlllbMRt pllllt 

aut~. 
I 

water recircultUng system treatment. continuous feed SC/S 1 w sw NS NS NS NS NA NA l'rldNn dllm. Do net llschllgt tfbtt centlilint this product into ..._ ltJNmS. pend$, 

(subsequent), tabfet feeder, NA 
lltlllrilts. 1tC111111. • ,.Mit ~ INPOES licensl mtrictllnl. Ot I'IDI llisdl ... tfflulnt 

tollt**'l thil ~into._. systns withlll!: 111tityint , .. -.1111tm8nt pllllt --
water recirculating system ueatmant, intemittent (slug) SCIS 4W 11 w NS NS NS NS NA NA ...... dllnl. Dt 1101 lllchlrp .,..... ........ tllllllfl6!dlnte ...... sl!'llml, ,onds. 

(initial), tablet feeder, NA 
nuns, 1C111111. •IJIIIIIII: Wltlf (II'OES bill mtridian\. Do not ...... lffluent 

c.nc ....... ,atlcidllnlt ... sysms withlulnotifPI tht ..... llllbMnt pl8111 -· 
Site: lndustriol Scrubbing System IUso Group: AOUATIC 101-FOOD IIDUSTRIAU iContinfHIII from previous plflel 

water recirculating system treatment, intemitlent (slug) SC/S 1 w SW NS NS NS NS NA NA ,...... cllh. 0o lilt ...... '"'-'t eontlinkll tfis pr*t intD ...... ltl'HinS, ponU, 

(subsequent), tablet Ieeder, NA 
ntlllrill. --. •!liMe ,..... !II'D£S lic:ln• rtmidton). Ot flOC ..._.. lfflutnC 

eewtlinkll dill flldk:l* into -. systlllll withwt notifyilll tht -. trntmlnl pllllt --
Slto: lndustriol Wosto Dispnol Sys- IU.o Group: AOUATIC ION-FOOD INOUSTRIAU 

water treatnwn, continuous feed fnitian. NOL NA 'sell NC -NC NS NS NS NS NA NA 
...... __ 

water treatment. continuous teed (subsequent), NOL. ·SC~- NC NC NS NS NS NS NA NA NPOeS ...... _ ratrkfliiL 

NA 
' 

water treatment. intemi1tent (slug) fmitial), NOL NA sc~ NC NC NS NS NS NS NA NA 
...... __ 

water treatment, intermittent (slug) (subsequent). NOL, sm NC NC NS NS NS NS NA NA fi"IJES brill ratrictiln. 

NA 

water treatment, NOL, NOL NA sc~ NC NC NS NS NS NS NA NA fi'OES leal flllrictilll. 

water treatment, initial, NOL. NA sc~ NC NC NS NS NS NS NA NA NPm:s ._. ratr~ctitll. 

water treatment, subsequent/nintenance. NOL. NA SCIL NC NC NS NS NS NS NA NA NPOES bnsl ratridia 

Site: Ornamental PomlsiAqaaria (Use Gro1p: AQUATIC NDN·FDOD RESIDENTIAU 

water recKculating system trntment. continuous teed SCIS sw 13 w NS NS NS NS NA NA l'fldllll dlin. II'DES lltlftslllltrittitiL Dl 1111 klltrlt .,...... .... INs IIIIStiddt 

[mitiaQ, NOL. NA 
lltt -. syrlll'lll without llttffying 1111 _... tfiiiiMIIt - Mflari!Y. 

' . 
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APPENDIX A- Case 4051, (Inorganic Halides) Chemical 013907(Sodium Bromide) 

Applic1tion Applicttion AP~Jiicltion Slllf•ct '"' .... ........ Muinum M••· I M11. I Min. intln'al Restricted 
_.,.,. ' 1 U• P1ttem lirftt•tions 

Ttming fquipment ,,,. Appticttion R1tf Awflc•tion Rate 
..,,_ ..,_, _..,_, .... liritltions 

Mn. Ralt ........ .. ... 
IO.,sl - -

USES ELIGIBLE F 0 R REREGISTRATION 

water recirculating system treatment, continuous feed SC/S 1W 6W NS NS NS NS NA NA l'lainn dill!\. NPDES bnSI mlrittion. Dt not disdllltt llffWit centliling this pntiddl 

(subsequent), NOt. NA 
lnt.t -. 1fst11111 w1t11o11 notifying tM WWIII trutment pllftt tutharity. 

water recirculating system treatment, intermittent (sfug) SC/S 6W 13 w NS NS NS NS NA NA PtwdNn dlin. NI'OtS bnSI IIStrictiiR- Do 1111 dlsdlllp lfiWrt contliniiO this ,.stiddl 

(initial), NOL. NA 
Inti -. systi!M without notifying .,.. ....... tiUtlNIII plalrt llltflortly, 

water recirculatint system treatment, intemittent (stug) SC/S 1W 6W NS NS NS NS NA NA PrldNn dlin. NPDES bill Nltrldiln. Do not cisdllrp ""-'" cont ... this pesticide 

lwbsequentl. NOL, NA 
fttt ... rystems without Mtif'tinl thl ... trutment pllnt lllthority, 

water recirculatint system treatment, continuous feed SC/S 4W II w NS NS NS NS NA NA ,..... dllm. Do not ilschlrlt .,._ contlininl this ptodud lnt.o likes, strNml. ponds. 

(initial), tablet feeder, NA 
tstlllrits. ....... If - Wit.- !NPDES liclnJI NStriclitn). DD 1101 ~ lfflulnt 

. -~tills ,atlcidl into _... rystns wittlaut natifyinf IM .. .,. ltiiiNIIt ~~~tnt --
Site: Ornam~ntal PondsiAIIIJUiria lUst Group: AQUATIC iON-FOOD RESIDENTIAU (Continued from prrrklus p1gel 

water recirculating system treatment, continuous feed SC/S I w 6W NS NS NS NS NA NA Plld... dlla Dt Ml ...... ilfftlllnl COlli .. dis Pl"'*d inti 11bt. IIIHiftl, ,.,.. 

(subsequent), tablet feeder. NA 
lltlllrils. -. • - Wlllf INPOES bnS1 llll:rietiDn~ D1 11tt ..._..llffW!t 
.......... llft'lidllllntl ..... systtms wlthlut IIDtft'rill tilt ... tllltmMt ---

water recirtulating system treatment. intemittent (slug) SC!S 4W II w NS NS NS NS NA NA ,.,..... diiiiL 0. lilt _.... lfl'lllllll ...... tills .....-uct Into llbl, str111n1. ,.. 

ftnitiall. tablet feeder. NA 
....... -. • IIIII* wmr IJI'DES bill llll:riclilnl. Dllllt ...,._ lffkiMd 

Clld ..... dis patii:Wt .. 1 ..... lyStiiRI wlttllut IIDtifyillg tilt ...... hlltNRt ... --
water recil'culating system treatment. intemittent (slug) SC!S I w 6W NS NS NS NS NA NA ,........ ciiiM. o. lilt _.... .,.._. COlli- this ,..at into llbl. rbtlrnl. pll'lfs, 

tsubsequentl tablet feeder. NA 
lltUds. -. • !11111k wmr INPDES ..._ llll:riclllnl. 0.1111 llsdiQIIfftulnt 

Cllltlilinl ltlillllltld* Inti .... sylhlnl wlthM llllifollnl'tM ...... trum.nt ,unt --
Site: Pn_l,.riWorm«IConnory Coo11o1 Woter Sys- llho Group: IIDDOR NOll-FOOD! 

water recil'culating system treatment, continuous feed SC!S 4W II w NS NS NS NS NA NA ,..... dlla De ............ .,....... .... ttlil..,wuet inti ...... m.ns, .... 

flnitiall. tabklt feeder, NA ' ' 
~-. • ,.alllc WIW. 0.1111 ..._.. .rn-t Clllllliftinl rhil ,mtcidt into 

.... IJS*a wllhlut llltifyiJII lilt ..... INII!Mnl ,lint llthority. 

water rteil'culating system treatment, continuous feed ·sci$- IW 6W NS NS NS NS NA NA P'ltdllfl dlillt 0.-lllt ihc:hlltl llfftlllnl eM- ltlls llflduct into llbl. ltiHIIIS. pllftds, 

lsubsequont), tablet Ieeder, NA 
lltUds.-. • 11'1*: wat~r. Dl-' iltdllllllfftllnt cant ... tlis patiddt into 

... syn. wiltlll( ............. ll'lltlllft ,lint IWtharity. 

water recil'culating system treatment. intemittent tsklgl SC!S 4W II w NS NS NS NS NA NA Pndlln ciiiM. 0. lilt iltdiiiJI lfftiiiiC Cllllllininl ltlls III'OMI into IItts. rttums, ponds, 

[Initial!. tablet feeder. NA 
---.-. • !liMe WIW. 0.1111 Willi'""-" Cllll ... tilt putiddt into 

.... systWM: wllhlul .....,... tilt ...... ltlllmMI ,lint lllltllrity. 

water recirculating system treatment, intermittent (slug) SC!S I w 6W NS NS NS NS NA NA Pl'ldlln ciiiM. Dllllt ..... .mu.~ tMtlini'l !lis prWuct into llka. rttnms. ,..a. 

(subsequent!. tablet feeder, NA 
atulrin. --. • !lllllk Wll•- D1 1101 fisdllrll tf"'*'' ant ... this ,.sticidt into 

.... syftftl wilhiUIIIDtit'flnl dlt .... lNttrNnt"""' IU!flority. 

water recirculating system treatment, continuous feed SC/S BW 13 w NS NS NS NS NA NA PNdlln "dlin. DINt ....-. lffWI!...Ciininl llilllft'lld6t into ,..... systns 

flnitiall. NOL NA SC/l 
wittlau!IIDtifying tilt ...... M1b11111 .-. IU!holrity. NI'UES bMI!IIlric:tia 

water recirculating system treetment. continuous feed SC/S 2W 6W NS NS NS NS NA NA ....... dlim. 0.1111 llll:hr. '""-" can! ... tlil ,mic*lntl ... ty1tlml 

lsub-ont), NOL NA SC/l 
wit11out IIOtifyint 1M ...,.. tl'lllllllllt ptant: IUthltrily. NI'UES ._.llltric:Uall. 
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APPENDIX A . Case 4051, (Inorganic Halides! Chemical 013907 !Sodium Bromidol I 

' : 

Appltution ,&,ppliution Appliution '"'"' '"' 
,,~ M'"inun Mlrintrn Mu. I M••· I Min. lntlrlll Rllstricted 

_ .... 1 U• P11tem l.ilitltians 

1m .. Equipment .... A9J!Iication Ratr Applic:Mion R1te ..... Apfls. f -...... Entry linitlfions 

M11. Rate Mn IIIII lntln'll 

ID1ysl - DiSII!crMd 

USES ELIGIBLE f DR REREGISTRATION 

water recirculating system treatment, intermittent !slug) SC/S 6W 13 w NS NS NS NS NA NA PNdeen daim. 0. IIIII lisdlrlll tffWit contlining tlis putic:idl inti ..... ryst .... 

(initial), NOL, NA sc~ 
without Mlif\'inl4fll SIWigll!llltiMnt pllnt IU!holrity. M"DES lic:lnll mtrictlon. 

Site: PtstturlmiWtnntt'ICtnnery Cooling Wtttr Systems (UII Group: INDOOR NON-FOOD) ICtmtinued frrJm prevKJus plgtl 

water recirculating system treatment, intennittent (slug) SC/S 2W 13 w NS NS NS NS NA NA . Plldtin c:tainL Do 1111 ... lfftulnl: contlinilg this pestle* inti .... ryst8llll 

lwbsequentl. NDL, NA SC/l 
withllt notifyina till SM111 tmt1r*1t !111nt 1Utho1rily. M'DES !ian~~ restrictlln. 

water recirculating system tll!atment, initial. NOL, NA sc~ < 1 v 12 v NS NS NS NS NA NA NPIIES liclftll ratrictlan. 

water recWtulating system treatment, sc~ < 1 v 12 v NS NS NS NS NA NA M'OES klllll rntrictiofL 

subsequent/mlinttnlflCI, NOL NA 

Site: Pulp/Popor Mill Wotor Systtms (lloo Gro01p: AOUATIC 101-FOOO IIOUSTRIAU 

watl!f treetment, continuous feed OnitiaQ, NOL. NA sc~ NC NC NS NS NS NS NA NA NPD£S .... ratridieiL 

water treatment. conmuaus feed (subsiquent~ NDL sc~ NC NC NS NS NS NS NA NA NPUES llclnll 1UtrictiD1L 

NA 

water treatment, intemittent (slug) (initial), NDL NA sc~ NC NC NS NS NS NS NA NA ---
water treatmeqt, intemittent (slug} (subsequent}, NUL, sc~ NC NC NS NS NS NS NA NA ---NA 

water treatment, NDL, NDL. NA sc~ NC NC NS NS NS NS NA NA NPDESIIcMttrtStrletilll.. 

water treatment, initial. NOL. NA SC/l NC NC NS NS NS NS NA NA ---
water treatment. subsequent/mlintlnlftCI, NUL NA SC/l NC NC NS NS NS NS NA NA ---
Site: s-.. Sys- 1Uoo Group: AOUATIC IOI.fOOD IIIUST111AU 

sewage wastewatl!f effluent treatmant. continuous ·SCII, • NC NC NS NS NS NS NA NA NI'OES ._.11StrictiDIL 

leed [ln~ioll, NDL. NA 

sewage wastewatf!f efHuent treatment. continuous SC/l NC NC NS NS NS NS NA NA ---leed (wbsequentl. NDL. NA 

sewage wntewatf!f effluent treatment, intemittent sc~ NC NC NS NS NS NS NA NA NI'OES liclnll nstrictiiiL 

!slug) r~nitiall. NUL, NA 

sewage wastewatl!f effluent treatment, lntemittent sc~ NC NC NS NS NS NS NA NA NPDES llclnll IIStridian.. 

lslugllwbsequentl. NOL. NA 

Site: SIWI .. Sys- 1Uo1 Group: AOUATIC IOI.fOOD IIOUSTRIAU (Continu.d from prwiout pig<) 
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APPENDIX A - Case 4051, (Inorganic Holidos) Chemical 013907 )Sodium Bromidol 

llppliulion Ap~fiCI!iGn IIPtJiiCIIIOn Sol~ ,,. 
·~ 

...... 
,...., E~u•pmrnt Typo ~ation Rllt 

USES ELIGIBLE f 0 R REREGISTRATION 

sewage wastewater effluent treatment, initial, NOt. SC/L < 1 v 
NA 

sewage wastewater effklent treatment, SC/t < 1 v 
subsequent/maintenance, NOL. NA 

sewage wastewater effluent treatment, NOL NOt. NA SC/L NC 

Site: SwlnMfting Pool Wollf Systems IADUATIC NON-FOOD RESIDENTIAU 

water treatment, initial. NDL NA SC/S <1W 
SC/L 

water treatment, shock/slug, NOL. NA SC/S <1W 

water treatment, subsequent/maintenance. NOL, NA SC/S < 1 w 
SC/L 

waleJ treatment, Miat tablet feed•. NA SC/S NC 

water treatment, subsequent/maintenance. tablet SC/S NC 

leedor, NA 

Abbrewiations used: 

Header: Ma• - Ma•~ Min - Mininamt Apps • Applications 

SC/l • Soluble Concentrate(liquid; SC/S • SOluble Concentratt.!Solid 

MaJinun MIJ. I Mn. I Min. lilt ... ........ 
Applicllion Rate ~ .... Aws. 1 lletwlln Apps .• """ Mn.Rtte M11. Rltt ...... 

IDaysl 

14 v NS NS NS NS 

14 v NS NS NS NS 

NC NS NS NS NS 

44W NS NS NS NS 

1 w NS NS NS NS 

IIW NS NS NS NS 

NC NS NS NS NS 

NC NS NS NS NS 

Fonn: · 
Rete: AI - Active lngred1ent; ppm - Parts Per Minion; V - ppm Calculated by Vol~me; W - ppm Cak:ulated by Weight: NC - ppm Not Cllculated 

' 
In Generot NA • Not Applicobl~ NOL • Not on tht Lobel; NS • Not Specified 

........ 
Unilations - -

NA NA 

NA NA 

NA NA 

NA NA 

NA NA 

NA NA 

NA NA 

NA NA 

'' U• Panem l.initations 

NPOES bill I'IS\ricti.. Dt lilt llsdllltllffluent contlining tlis ,rodutt 1ntt lakn, 

stiU'III, pgndl, estUirils, ICIMIIS, 11 ,..rtlic water !MPDES iclll• !WitrictionL De nat 

6sdllrll.m.nt .teirtJillinl tlis ,eflicidllnto IIWII' systns without notif'ftnlthl J1W111 

trlllniW - llltllority. 

IIPDES bn1t IISI:rictiln. D1t 1111: lllscWgl ~ C1!1t1ini11 Ifill ,....-et 1ntt 11bs. 

stfNml. ,.. tsttllrin. Kllftl.. 11 J1111111ir: water (NI'DES liciMt tiStrittienl. Do M1 

llschlltllfn.rt centlinint tflls pttlicictt into ...... Sf$111115 wittlout Mtif'rtng tfll ....., _,... __ 
NPDES lictftll ratrictilft. I 

......,. pH of 7.2. 7.4. Mlrilm pH of 7.8- 7.1. NPDt:S iclnlllntridilrL 

Mllinull (JII tf 7.2. Muinum pH tf 7.8. NPOES-Itln•IIS1rictloft. PYedNn dlim. 

,.._.pH If 7.2 · 7.4. Mllirull pH If 7.8 · 7:1. PI'Df:S ii:IMI ratrictilft. PrldNn -
...,_!Ill If 7.5. Mlm. ,H If 1.0. fi'IIES"ICIIIIIIIJtricttln. P'ltdllll dlift. 

""'*'-" pll of 7 .5. Mnilun ,ti If 1.0. fi'IIEncnt IIS1rictllll. .,.._. dMm. 





APPENDIX B. Table of the Generic Data Requirements 

and Studies Used to Make the Reregistration Decision 
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GUIDE TO APPENDIX B 
Appendix B contains listings of data requirements which support the reregistration for active 

ingredients within the case Inorganic Halides covered by this Reregistration Eligibility 

Decision Document. It contains generic data requirements that apply to Inorganic Halides in 

all products, including data requirements for which a "Iypical formulation" .is the test 

substance. 

The data table is organized in the following format: 

1. Data Requirement (Column 1). The data requirements are listed in the order in 

which they appear in 40 CFR Part 158. the reference numbers accompanying each test refer 

to the test protocols set in the Pesticide Assessment Guidelines, which are available from the 

National Technical Information Service, 5285 Port Royal Road, Springfield, VA 22161 (703) 

487-4650. 

2. Use Pattern (Column 2). This column indicates the use patterns for which the 

data requirements apply. The following letter designations are used for the given use 

patterns: 

A Terrestrial food 
B Terrestrial feed 
C Terrestrial non-food 
D Aquatic food 
E Aquatic non-food outdoor 
F Aquatic non-food industrial 
G Aquatic non-food residential 
H Greenhouse food 
I Greenhouse non-food 
J Forestry 
K Residential 
L Indoor food 
M Indoor non-food 
N Indoor medical 
0 Indoor residential 

3. Bibliographic citation (Column 3). If the Agency has acceptable data in its files, 

this column lists the identifying nul!lber of each study. This normally is !}le Master Record 

Identification (MRID) number, but may be a "GS" number if no MRID number has been 

assigned. Refer to the Bibliography appendix for a complete citation of the study. 
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APPENDIX B 
Data Supporting Guideline Requirements for the Reregistration of Sodium Bromide 

REQUIREMENT USE PATfERN CITATION 

PRODUCT CHEMISTRY 

61-1 Chemical Identity All 00160134, 40086301, 40670801 

61-2A Start. Mat. & Mnfg. Process All 00160134, 40086301, 40670801 

61-2B Fonnation of Impurities All 00160134, 40086301, 40670801 

62-1 Preliminary Analysis All 00160134, 40086302, 40670802 

62-2 Certification of limits All 00160134, 40086302, 40670802 

62-3 Analytical Method All 00160134, 40086302, 40670802 

63-2 Color All 00160134, 40086303, 40670803 

63-3 Physical State All 00160134, 40086303, 40670803 

63-4 Odor All 00160134, 40086303, 40670803 

63-5 Melting Point All 00160134, 40086303, 40670803 

63-6 Boiling Point ' All 00160134, 40086303, 40670803 

63-7 Density All 00160134, 40086303, 40670803 

63-8 . Solubility All 00160134, 40086303, 40670803 

63-9 Vapor Pressure All 00160134, 40086303, 40670803 

63-10 Dissociation Constant ALL 00160134, 40086303, 40670803 

63-11 Octanoi/Water Partition ALL 00160134, 40086303, 40670803 

63-12 pH ALL 00160134, 40086303, 40670803 
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APPENDIXB 
Data Supporting Guideline Requirements for the Reregistration of Sodium Bromide 

REQUIREMENT 

PRODUCT CHEMISTRY 

63-13 Stability 

ECOLOGICAL EFFECTS 

71-1A Acute Avian Oral - Quail/Duck 

71-2A Avian Dietary - Quail 

72-1A Fish Toxicity Bluegill 

72-1C Fish Toxicity Rainbow Trout 

72-2A Invertebrate Toxicity 

72-3A Estuarine Toxicity-Fish 

72-3B Estuarine Toxicity-Mollusk 
' ' 72-3C Estuarine Toxicity-Shrimp 

72-2A Invertebrate Toxicity 

TOXICOLOGY 

81-1 

81-2 

81-3 

Acute Oral Toxicity - Rat 

Acute Dennal Toxicity -
Rabbit/Rat · 

Acute Inhalation Toxicity - Rat 

USE PA'ITERN CITATION 

ALL 00160134, 40086303, 40670803 

ALL 40670811 

ALL 40670812, 40670813 

ALL 40669903 

ALL 40669902 

ALL 40669904 

F 40701003 

F 40701002 

F 40701001 

ALL 40669904 

ALL 00148889, 40670804 

ALL o /~n4s'sh9, 40670805 

ALL ~891, -406'76806-_ \f! "\1'~\le~~ 
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Gbt Y~"' I ;.J /) (., 7o ¥ D Co 

81-4 Primary Eye Irritation - Rabbit ALL 66148892, 40670807 

APPENDIXB 
Data Supporting Guideline Requirements for the Reregistration of Sodium Bromide 

REQUIREMENT 

TOXICOLOGY 

81-5 Primary derinal irritation 

81-6 Dermal Sensitization 

84-2A Gene Muatation-(Ames Test) 

84-28 Structural Chromosomal 
Aberration 

84-4 Other Genotoxic Effects 

ENVIRONMENTAL FATE 

161-1 Hydrolysis 

164-2 Aquatic Fieltl Dissipation 

USE PATIERN CITATION 

ALL 

ALL 

ALL 

ALL 

ALL 

ALL 

F,G 

.lli/i:IV~B ooiV <} ?'J-:# - 'fOb 7o?b 7 

WAIVED 

406708Q8 

40670809 

40670810 

WAIVED 

40757001, 41064101 

No generic data were required to support sodium chloride. 
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APPENDIX C. Citations Considered to be Part of the 

Data Base Supporting the Reregistration of Inorganic 
Halides 
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1. 

GUIDE TO APPENDIX C 

CONTENTS OF BIBLIOGRAPHY. This bibliography contains citations of all 

studies considered relevant by EPA in arriving at the positions and conclusions stated 

elsewhere in the Reregistration Eligibility Document. Primary sources for studies in 

this bibliography have been the body of data submitted to EPA and its predecessor 

agencies in support of past regulatory decisions. Selections from other sources 

including the published literature, in those instances where they have been considered, 

are ·included. 

2. UNITS OF ENTRY. The unit of entry in this bibliography is called a "study". In 

the case of published materials, this corresponds closely to an article. In the case of 

unpublished materials submitted to the Agency, the Agency has sought to identify 

documents at a level parallel to the published article from within the typically larger 

volumes in which they were submitted. The resulting "studies" generally have a 

distinct title (or at least a single subject), can stand alone for purposes of review and 

can be described with a conventional bibliographic citation. The Agency has also 

attempted to unite basic documents and commentaries upon them, treating them as a 

single study. 

3. IDENTIFICATION OF ENTRIES. The entries in this bibliography are sorted 

numerically by Master Record Identifier, or "MRID number". This number is unique 

to the citation, and should be used whenever a specific reference is required. It is not 

related to the six-digit "Accession Number" which has been used to identify volumes 

of submitted studies (see paragraph 4(d)(4) below for further explanation). In a few 

cases, entries added to the bibliography late in the review may be preceded by a nine 

character temporary identifier. These entries are listed after all MRID entries. This 

temporary identifying number is also to be used whenever specific reference is 

needed. 

4. FORM OF ENTRY. In addition to the Master Record Identifier (MRID), each entry 

consists of a citation containing standard elements followed, in the case of material 

submitted to EPA, by a description of the earliest known submission. Bibliographic 

conventions used reflect the standard of the American National Standards Institute 

(ANSI), expanded to provide for certain special needs. 

a Author. Whenever the author could confidently be identified, the Agency has 

chosen to show a petsonal author. When no individual- was identified, the 

Agency has shown an identifiable laboratory or testing facility as the author. 

When no author or laboratory could be identified, the Agency has shown the 

first submitter as the author. 

b. Document date. The date of the study is taken directly from the document. 

When the date is followed by a question mark, the bibliographer has deduced 
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the date from the evidence contained in the document. When the date appears 

as ( 19??), the Agency was unable to determine or estimate the date of the 

document. 

c. Title. In some cases, it has been necessary for the Agency bibliographers to 

create or enhance a document title. Any such editorial insertions are contained 

between square brackets. 

d. Trailing parentheses. For studies submitted to the Agency in the past, the 

trailing parentheses include (in addition to any self-explanatory text) the 

following elements describing the earliest known submission: 

(1) Submission date. The date of the earliest known submission appears 

immediately following the word "received." 

(2) Administrative number. The next element immediately following the 

word "under" is the registration number, experimental use permit 

number, petition number, or other administrative number associated 

with the earliest known submission. 

(3) Submitter. The third element is the submitter. When authorship is 

defaulted to the submitter, this element is omitted. 

(4) Volume Identification (Accession Numbers). The fmal element in the 

trailing parentheses identifies the EPA accession number of the volume 

in which the original submission of the study appears. The six-digit 

accession number follows the symbol "CDL," which stands for 

"Company Data Library." This accession number is in tum followed 

by an alphabetic suffix which shows the relative position of the study 
within the volume. 
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MRID 

-00148889 

00148890 

00148891 

00148892 

00160134 

40086301 

40086302 

40086303 

40669900 

40669901 

40669902 

BIBLIOGRAPHY 

CITATION 

Stroderd, A. (1990) Acute Oral Toxicity (LD50) Study in Albino Rats with 

Sodium Bromide Solution, 46%: ·Project Number: WIL-12036. Prepared by 

WIL Research Laboratories, Inc. 26 p. 

Stroderd, A. (1990) Acute Dermal Toxicity (LD50) Study in Albino Rabbits 

with Sodium Bromide Solution, 46%. Prepared by WIL Research 

Laboratories, Inc. 25 p. 

Stroderd, A. (1990) Primary Eye Irritation Study in Albino Rabbits with 

Sodium Bromide Solution, 46%: Project Number: WIL-12039. Prepared by 

WIL Research Laboratories, Inc. 20 p. 

Stroderd, A. (1990) Primary Dermal Irritation Study in Albino Rabbits with 

Sodium Bromide Solution, 46%: Project Number: WIL-12038. Prepared by 

WIL Research Laboratories, Inc. 17 p. 

Great Lakes Chemical Corp. (1986) Product Chemistry/Manufacturing and 

Analytical Methods for Sodium Bromide. 8 p. 

Ethyl Corp. (1987) Sodium Bromide Product Chemistry. Unpublished 

compilation. 27 p. 

Ethyl Corp. (1987) Sodium Bromide Product Chemistry. Unpublished 

compilation. 18 p. 

Ethyl Corp. (1987) Sodium Bromide Product Chemistry. Unpublished study. 

3p. 

Sodium Bromide/Bromine Chloride Industry Task Force (1988) Submission of 

Toxicology Data to Support the Conditional Registration for Sodium Bromide 

and Bromine Chloride. Transmittal of 4 studies. · 

Fletcher, D. (1988) '21-Day Acute Oral LD50 Study with Sodium Bromide 

Technical in Mallard Ducks: BLAL Study No. 87DD53. Unpublished study 

prepared by Bio-Life Associates, Ltd. 27 p. 

Surprenant, D. (1990) Acute Toxicity of Bromine Chloride to Rainbow Trout 

(Salmo gairdneri): Study Number: 1199.0387.6100.103. Prepared b 

Springborn Bionomics, Inc. 61 p. 
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MRID 

-40669903 

40669904 

40670801 

40670802 

40670803 

40670804 

40670805 

40670806 

40670807 

BIBLIOGRAPHY 

CITATION 

Surprenant, D. (1990) Acute Toxicity of Bromine Chloride to Bluegill 
(Lepomis macrochirus): Study Number: 1199.0387.6100.100. Prepared by 
Springborn Bionomics, Inc. 36 p. 

Hughes, J. (1990) Acute Toxicity of Bromine Chloride to the Water flea 
(Daphnia magna): Project Number: 0950-02-1100-1. Prepared by Malcolm 
Pirnie, Inc. 21p. 

Frances, J., comp. (1988) Product Identity: Sodium Bromide. Unpublished 
compilation prepared by Dead Sea Bromine Co. 13 p. 

Frances, J., comp. (1988) Analysis and Certification of Product Ingredients: 
2270/8806/62. Unpublished compilation prepared by Dead Sea Bromine Co. 
14p. 

Frances, J., comp. (1988) Physical and Chemical Characteristics: Sodium 
Bromide: 2270/8806/63. Unpublished study prepared by Dead Sea Bromine 
Co. 7 p. 

Gardner, J. (1988) Acute Oral Toxicity to Rats of Sodium Bromide, Technical 
Grade: Rept. No. 88278D/DSB 8/AC. Unpublished study prepared by 
Huntingdon Research Centre Ltd. 18 p. 

Kynoch, S.; Parcell, B. (1988) Acute Dermal Toxicity to Rabbits of Sodium 
Bromide, Technical Grade: Rept. No. 88584D/DSB 9/AC. Unpublished study 
prepared by Huntingdon Research Centre Ltd: 17 p. 

Liggett, M. (1988) Irritant Effects on the Rabbit Eye of Sodium Bromide 
Technical Grade: Rept. No. 88201D/DSB 11/SE. Unpublished study prepared 
by Huntingdon Research Centre Ltd. 9 p. 

Liggett, M. (1988) Irritant Effects on Rabbit Skin of Sodium Bromide 
Technical Grade: Rept. No. 88111D/DSB 10/SE. Unpublished study prepared 
by Huntingdon Research Center Ltd. 9 p. 
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MRID 

40670808 

40670809 

40670810 

40670811 

40670812 

40670813 

40701001 

40701002 

40701003 

40757001 

BIBLIOGRAPHY 

CITATION 

Jones, E.; Wilson, L. (1988) Ames Metabolic Activation Test to Assess the 

Potential Mutagenic Effect of Sodium Bromide: Rept. No. DSB 4/88137. 

Unpublished study prepared by Huntingdon Research Centre Ltd. 21 p. 

Brooker, P.; Akhurst, L.; Gray, V.; et al. (1988) Sodium Bromide Technical 

Grade Metaphase Chromosome Analysis of Human Lymphocytes Cultured in · 

vitro: Rept. No. DSB 5/88447. Unpublished study prepared by Huntingdon 

Research Centre Ltd. 22 p. 

Henderson, L.; Proudlock, R. (1988) Assessment of Unscheduled DNA Repair 

Synthesis in Mammalian Cells After Exposure to Sodium Bromide (Technical 

Grade): Rept. No. DSB 6/88454. Unpublished study prepared by Huntingdon 

Research Centre Ltd. 23 p. 

Grimes, J.; Jaber, M. (1988) Sodium Bromide: An Acute Oral Toxicity Study 

with Bobwhite: Final Report: Proj. No. 238-103. Unpublished study prepared 

by Wildlife International Ltd. 19 p. 

Grimes, J.; Jaber, M. (1988) Sodium Bromide: A Dietary LC50 Study with 

the Mallard: Proj. No. 238-102. Unpublished study prepared by Wildlife 

International Ltd. 18 p. 

Grimes, J.; Jaber, M. (1988) Sodium Bromide: A Dietary LC50 Study with 

the Bobwhite: Proj. No. 238-101. Unpublished study prepared by Wildlife 

International Ltd. 18 p. 

Surprenant, D. (1990) Acute Toxicity of Hypobromous Acid to Mysid Shrimp 

(Mysidopsis babia) under flow-through conditions: SLS Study 

#1199.0188.6190.515. Prepared by Springborn Life Sciences, Inc. 33 p. 

Surprenant, D. (1990) Acute Toxicity of Hypobromous Acid to Eastern 

Oysters (Crassosstrea virginica) under flow-through conditi~ns: SLS Study No. 

1199.0188.6109.504, Prepared by Springborn Life Scien<;es, Inc. 36 p. 

Surprenant, D. (1990) Acute Toxicity of Hypobromous Acid to Sheepshead 

Minnow (Cyprinodon variegatus) under flow-through conditions: SLS Study 

#1199.0188.6190.505. Prepared by Springborn Life Sciences, Inc. 34 p. · 

Bongers, L.; O'Connor, T. (1990) Bromine Chloride An Alternative to 

Chlorine for Fouling Cotrol in Condenser Cooling Systems: Study Number: 
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MRID 

. 41019601 

41064101 

42128601 

42484201 

42484202 

BffiLIOGRAPBY. 

CITATION 

EPA-60017-77-053. Prepared by Martin Marietta Corporation. 171 p . 

Kynoch, S.; Parcell, B. (1988) Delayed Contact Hypersensitivity in the 

Guinea-Pig with Sodium Bromide Technical Grade: 881235D/DSB 30/SS. 

Unpublished study prepared by Huntingdon Research Centre Ltd. 21 p. 

Enright, A.; Bongers, L. (1989) Residue Monitoring An Evaluation of the 

Decay ari.d Dissipation of Oxidants Resulting from the Use of Bromine-based 

Disinfectants for the Treatment of POTW Effluents. Unpublished study 

prepared by Versar, Inc. 85 p. 

Cowlyn, T. (1991) Sodium Bromide: Determination of Vapour Pressure: Final 

Report: Lab Project Number: 91/BMP012/0600. Unpublished study prepared 

by Life Science Research Ltd. and Department of Physical Chemistry at Leeds 

University. 37 p. 

Van Logten, M.; Rauws, A.; Kroes, R. et al. (1976) Semichronic toxicity 

studies of sodium bromide in rats on a normal diet amd a low chloride diet. 

Med. Fac. Landbouw. Rijksuniv. Gent. 41:(2): 1976:1499-1507 

Sangster, B.; BJorn J.; Sekhuis, V. (1983) The influence of sodium bromide in 

man: a study in human volunteers with special emphasis on the endocrine and 

the central nervous system. Fd. Chern. Toxic. 21(4), 1883:409-419. 
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Windholz, Martha, eta!., eds., 1983. The Merck Index, Tenth Edition. Merck and 

Company: Rahway, NL 

Zendzian, R., 1990. EPA internal memorandum. 
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The following is a Jist of available documents related to inorganic halides. It's 

purpose is to provide a path to more detailed information if it is needed. These 

accompanying documents are part of the Administrative Record for inorganic halides and are 

included in the EPA's Office of Pesticide Programs Public Docket. 

1. Health and Environmental Effects Science Chapters 

2. Detailed Label Usage Information System (LUIS) Report 

3. Inorganic Halides RED Fact Sheet 

4. PR Notice 86-5 (included in this appendix) 

5. PR Notice 91-2 (included in this appendix) pertains to the Label Ingredient 

Statement 

-55-



-56-



APPENDIX E. PR Notices 86-5 and 91-2 
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PR Notice 86-5 

-59-



-<iO-



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.~. 20460 

July 29, 1986 

PR NOTICE 86-5 
OfFICE OF 

· PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

NOTICE TO PRODUCERS, FORMULATORS, DISTRIBUTORS 

AND REGISTRANTS 

Attention: 

Subject: 

I. Purpose 

Persons responsible for Federal registration of 

pesticides. 

Standard format for data submitted under the 

Federal Insecticide, Fungicide, and Rodenticide 

Act (FIFRA} and certain provisions of the Federal 

Food, Drug, and Cosmetic Act (FFDCA}. 

To require data to be submitted to the Environmental 

Protection Agency (EPA} in a standard format. This Notice also 

provides additional guidance about, and illustrations of, the 

required formats. 

II. Applicability 

This PR Notice applies to all data that are submitted to EPA 

to satisfy data requirements for granting or maintaining 

pesticide registrations, experimental use permits, tolerances, 

and related approvals under certain provisions of FIFRA and 

FFDCA. These data are defined in FIFRA §10{d) (1}. This Notice 

does not apply to commercial, financial, or production 

information, which are, and must continue to be, submitted 

differently under separate cover. 

III. Effective Date 

This notice is effective on November 1, 1986. Data formatted 

according to this notice may be submitted-prior to the effective 

date. As of the effective date, submitted data packages that do 

not conform to these requirements may be returned to the 

submitter for necessary revision. - · 

IV. Background 

On September 26, 1984, EPA published proposed regulations in 

the Federal Register (49 FR 37956} which include Requirements for 

Data Submission (40 CFR §158.32}, and Procedures for Claims of 

Confidentiality of Data (40 CFR §158.33}. These regulations 

-61-



specify the format for data submitted to EPA under Section 3 of 
FIFRA and Sections 408 and 40·9 of FFDCA, and procedures which 
must be followed to-make and substantiate claims of confiden
tiality. No entitlements to data confidentiality are changed, 
either by the proposed regulation or by this notice. 

OPP is making these requirements mandatory through this 
Notice to gain resource-saving benefits from their use before the 
entire proposed regulation becomes final. Adequate lead time is 
being provided for submitters to comply with the new 
requirements. 

-v. Relationship of this Notice to Other OPP Policy and Guidance 

While.this Notice contains requirements for organizing and 
formatting submittals of supporting data, it does not address the 
substance of test reports themselves. "Data reporting" guidance 
is now under devel.opment in OPP, and will specify how the study 
objectives, protocol, observations, findings, and conclusions are 
organized and presented within the study report. The data 
reporting guidance will be compatible with submittal format 
requirements described in this Notice. 

OPP has also promulgated a policy (PR Notice 86-4 dated 
April 15, 1986) that provides for early screening of certain 
applications for registration under FIFRA §3. The objective of 
the screen is to avoid the additional costs and prolonged delays 
associated with handling significantly incomplete application 
packages. As of the effective date of this Notice, the screen 
will include in its criteria for acceptance of application 
packages the data formatting requirements described herein. 

OPP has also established a public docket which imposes 
deadlines for inserting into the docket documents submitted in 
connection with Special Reviews and Registration Standards (see 
40 CFR §154.15 and §155.32). To meet these deadlines, OPP is 
requiring an additional copy of any data submitted to the docket. 
Please refer to Page 10 for more information about this 
requirement. 

For several years, OPP has required that each application 
for registration or other action include a list of all applicable 
data requirements and an indication of how each is satisfied--the 
statement of the method of support for the application. 
Typically, many requirements are satisfied by reference· to data 
previously submitted--either by the applicant or by another 
party. That requirement is not altered by this notice, which 
applies pnly to data submitted with an application.: 

VI. Format Requirements 

A more detailed discussion of these format requirements 
follows the index on the next page, and samples of some of the 
requirements are attached. Except for the language of the two 
alternative forms of the Statement of Data Confidentiality Claims 
(shown in Attachment 3) which cannot be altered, these samples 
are illustrative. As long as the required information is 
included and clearly identifiable, the form of the samples may be 
altered to reflect the submitter's preference. 
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- INDEX-
Text Example 
Page Page 

A. Organization of the Submittal Package 3 17 
• 

B. Transmittal Document 4 11 

c. Individual Studies . 4 

C. 1 Special Considerations for Identifying Studies 5 

-D. Organization of each Study Volume 6 17 

D. · 1 · .Study Title Page . . . . . . 7 12 

D. 2 Statement of Data Confidentiality Claims 
(based on FIFRA §10 (d) (1)) 8 J.3 

D. 3 Confidential Attachment . . . . . . . . 8 15 

D. 4 Supplemental Statement of Data Confidentiality 

Claims (other than those based on FIFRA §10(d) (1)) .8 14 

D. 5 Good Laboratory Practice Compliance Statement •9 16 

E. Reference to Previously Submitted Data . 9 

F. Physical Format Requirements & Number of Copies 9 

G. Special Requirements for Submitting Data to the Docket 10 

************** 

A. Organization of Submittal Package 

A "submittal package" consists of all studies submitted at 

the same time for review in support of a single regulatory 

action, along with a transmittal document and other related 

administrative material (e.g. the method of support statement, 

EPA Forms 8570-1, 8570-4, 8570-20, etc.) as appropriate. 

Data submitters must organize each submittal package as 

described in this Notice. The transmittal and any other admin

istrative material must be grouped together in .the first physical 

volume. Each study included in the submittal package must then 

be bound separately. 

Submitters sometimes provide additional materials that are 

intended to clarify, emphasize, or otherwise comment to help 

Product Managers and reviewers better understand the submittal .. 

If such materials relate to Qilll. study, they should be 

included as an appendix to that study. 

- If such materials relate to more than one study (as for 

example a summary of all studies in a discipline) or to the 

submittal in general, they must be included in the submittal 

package as a separate study (with title page and statement 

of confidentiality claims) . 
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B. Transmittal Document 

The first item in each submittal package must be a trans
mittal document. This document identifies the submitter or all 
joint submitters; the regulatory action in support of which the 
package is being submitted--i.e., a registration application, 
petition, experimental use permit (EUP), §3(c) (2) (B) data 
call-in, §6(a) (2} submittal, or a special review; the transmittal 
date; and a list of all individual studies included in the 
package in the order of their appearance, showing (usually by 
Guideline reference number) the data requirement(s) addressed by 

-each one. The EPA-assigned number for the regulatory action 
- (e.g. the registration, EUP, or tolerance petition number) should 

be included in the transmittal document as well, if it is known 
to the submitter. See Attachment 1 for an example 'of an 
acceptable transmittal document. 

The list of included,studies in the transmittal of a data 
submittal package supporting a registration application should be 
subdivided by discipline, reflecting the order in which data 
requirements appear in 40 CFR 158. 

The list of included studies in the transmittal of a data 
submittal package supporting a petition for tolerance or an 
application for an EUP should be subdivided into sections A, B, 
C, .... of the petition or application, as defined in 40 CFR 180.7 
and 158.125, (petitions) or Pesticide Assessment Guidelines, 
Subdivision I (EUPs) as appropriate. 

When a submittal package supports a tolerance petition and 
an application for a registration or an EUP, list the petition 
studies first, then the balance of the studies. Within these two 
groups of studies follow the instructions above. 

C. Individual Studies 

A study is the report of a single scientific investigation, 
including all supporting analyses required for logical complete
ness. A study should be identifiable and distinguishable by a 
conventional bibliographic citation including author, date, and 
title. Studies generally correspond in scope to a single Guide
line requirement for supporting data, with some exceptions dis
cussed in section C.1. Each study included in a submittal 
package must be bound as a separate entity. (See comments on 
binding studies on page 9.) , 

Each study must be consecutively paginated,_beginning from 
the title page as page 1. The total number of page:s in the com
plete study must be shown on the study title page. In addition 
(to ensure that inadvertently separated pages can be reassociated 
with the proper study during handling or review) use either of 
the following: 

- Include the total number of pages in the complete study on 
each page (i.e., 1 of 250, 2 of 250, ... 250 of 250). 

- Include a company name or mark and study number on each 
page of the study, e g , Company Name-1986-23. Never reuse 
a study number for marking the pages of subsequent studies. 
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When a single study is extremely long, binding it in mul

tiple volumes is permissible so long as the entire study is pag

inated in a single series, and each volume is plainly identified 

by the study title and its position in the multi-volume sequence. 

C.1 Special Considerations for Identifying Studies 

Some studies raise special problems in study identification, 

because they address Guidelines of broader than normal scope or 

for other reasons. 

a. Safety Studies. Several Guidelines require testing for 

safety in more than one species. In these cases each species 

tested should be reported as a separate study, and bound 

separately. 

Extensive supplemental reports of pathology reviews, feed 

analyses, historical c'ontrol data, and the like are often assoc

iated with safety studies. Whenever possible these should be 

submitted with primary reports of the study, and bound with the 

primary study as appendices. When such supplemental reports are 

submitted independently of the primary report, take care to fully 

identify the primary report to which they pertain. 

Batteries of acute toxicity tests, performed on the same end 

use product and covered by a single title page, may be bound 

together and reported as a single study. 

b. Product Chemistry Studies. All product chemistry data 

within a submittal package submitted in support of an end-use 

product produced from registered manufacturing-use products 

should be bound as a single study under a single title page. 

Product chemistry data submitted in support of a technical 

product, other manufacturing-use product, an experimental use 

permit, an import tolerance petition, or an end-use product 

produced from unregistered source ingredients, should be bound as 

a single· study for each Guideline series (61, 62, and 63) for 

conventional pesticides, or for the equivalent subject range for 

biorational pesticides. The first of the three studies in a 

complete product chemistry submittal for a biochemical pesticide 

would cover Guidelines 151-10, 151-11, and 151-12; the second 

would cover Guidelines 151-13, 151-15, and 151-16; the third 

would cover Guideline 151-17. The first study for a microbial 

pesticide would cover Guidelines 151-20, 151-21, and 151-22; the 

second would cover Guidelines 151-23 and 151-25; the third would 

cover Guideline 151-26. · 

Note particularly that product chemistry studies are likely 

to contain Confidential Business Information as defined in FIFRA 

§10(d) (1) (A), (B), or (C), and if so must be handled as described 

in section D.3. of this notice. 
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c. Residue Chemistry Studies. Guidelines 171-4, 153-3, 

and 153-4 are extremely broad in scope; studies addressing 
residue chemistry requirements must thus be defined at a level 

below that of the Guideline code. The general principle, 

however, of limiting a study to the report of a single inves

tigation still applies fully. Data should be treated as a single 

study and bound separately for each analytical method, each 

report of the nature of the residue in a single crop or animal 

species, and for each report of the magnitude of residues 

resulting from treatment of a single crop or from processing a 

single crop. When more than one commodity is derived from a 

:single crop (such as beet tops and beet roots) residue data on 

all such commodities should be reported as a single study. When 

multiple field trials are associated with a single crop, all such 

trials should be reported as a single study. 

D. Organization of Each Study Volume 

Each complete study must include all applicable elements in 

the list below, in the order indicated. (Also see Page 17.) 

Several of these elements are further explained in the following 

paragraphs. Entries in the column headed "example" cite the 

page number of this notice where the element is illustrated. 

Element 

Study Title Page 

Statement of Data 
Confidentiality 
Claims 

Certification of Good 
Laboratory Practice 

Flagging statements 

Body of Study 

Study Appendices 

Cover Sheet to Confi
dential Attachment 

CBI.Attachment 

Supplemental Statement 
of Data Confidentiality 
Claims 

When Required Example 

Always Page 12 

One of the two alternative Page 13 

forms of this statement 
is always required 

If study reports laboratory Page 16 
work subject to GLP require-
ments 

For certain toxicology studies (When 
flagging requirements are finalized.) 

Always - with an English language 
translation if required; 

At submitter's option 

If CBI is claimed under FIFRA 
§10 (d) (1) (A), (B) , or (C) 

If CBI is claimed under FIFRA 
§10 (d) (1) (A), (B), or (C) Page 15 

Only if confidentiality is Page 14 
claimed on a basis other than 
FIFRA §10 (d) (1) (A), (B), or (C) 
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D.l. Title Page 

A title page is always required for each submitted study, 

published or unpublished. The title page must always be freely 

releasable to requestors; DO NOT INCLUDE CBI ON THE TITLE PAGE. 

An example of an acceptable title page is on page 12 of this 

notice. The following information must appear on the title page: 

a. Study title. The study title should be as descriptive as 

possible It must clearly identify the substance(s) tested and 

correspond to the name of the data requirement as it appears in 

-the Guidelines. 

b. Data requirement addressed. Include on the title page the 

Guideline number(s) of the specific requirement(s) addressed by 

the study. 

c. Author(s). Cite only individuals with primary intellectual 

responsibility for the content of the study. Identify them 

plainly as authors, to distinguish them from the performing 

laboratory, study sponsor, or other names that may also appear on 

the title page. 

d. Study 
the study. 
times, use 

Date. The title 
If parts of the 

only the date of 

page must include a single date for 

study were performed at different 

the latest element in the study. 

e. Performing Laboratory Identification. If the study reports 

work done by one or more laboratories, include on the title page 

the name and address of the performing laboratory or 

laboratories, and the laboratory's internal project number(s) for 

the work. Clearly distinguish the laboratory's project 

identifier from any other reference numbers provided by the study 

sponsor or submitter. 

f. Supplemental Submissions. If the study is a commentary on 

or supplement to another previously submitted study, or if it 

responds to EPA questions raised with respect to an earlier 

study, include on the title page elements a. through d. for the 

previously submitted study, along with the EPA Master Record 

Identifier (MRID) or Accession number of the earlier study if you 

know these numbers. (Supplements submitted in the same submittal 

package as the primary study should be appended to and bound with 

the primary study. Do not include supplements to more than one 

study under a single title page) . 

g. Facts of Publication. If the study is a reprint of a pub-

lished document, identity on the title page all-relevant facts of 

publication, such as the journal title, volume, issue, inclusive 

page numbers, and publication date. 
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D.2. Statements of Data Confidentiality Claims Under FIFRA 
§10 (d) (1) . 

Each submitted study must be accompanied by one of the two 
alternative forms of the statement of Daea Confidentiality Claims 
specified in the proposed regulation in §158.33 (b) and (c) (See 
Attachment 3). These statements apply only to claims of data 
confidentiality based on FIFRA §10(d) (1) (A), (B), or (C). Use 
the appropriate alternative form of the statement either to 
assert a claim of §10 (d) (1) data confidentiality (§158 .33 (b)) or 
to waive such a claim (§158.33(c)). In either case, the 

:statement must be signed and dated, and must include the typed 
name and title of the official who signs it. Do not make CBI 
claims with respect to analytical methods associated with pet
itions for-tolerances or emergency exemptions (see NOTE Pg 13). 

D. 3. Confidential Attachment 

If the claim is made that a study includes confidential 
business information as defined by the criteria of FIFRA 
§10(D) (1) (A), (B), or (C) (as described in D.2. above) all such 
information must be excised from the body of the study and 
confined to a separate study-specific Confidential Attachment. 
Each passage of CBI so isolated must be identified by a reference 
number cited within the body of the study at the point from which 
the passage was excised (See Attachment 5). 

The Confidential Attachment to a study must be identified by 
a cover she·et fully identifying the parent study, and must be 
clearly marked "Confidential Attachment." An appropriately 
annotated photocopy of the parent study title page may be used as 
this cover sheet. Paginate the Confidential Attachment 
separately from the body of the study, beginning with page 1 of X 
on the title page. Each passage confined to the Confidential 
Attachment must be associated with a specific cross reference to 
the page(s) in the main body of the study on which it is cited, 
and with a reference to the applicable passage(s) of FIFRA 
§10(d) (1) on which the confidentiality claim is based. 

D.4. Supplemental Statement of Data Confidentiality Claims (See 
Attachment 4) 

If you wish to make a claim of confidentiality for any 
portion of a submitted study other than described by FIFRA §10(d) 
(1) (A), (B), or (C), the following provisions apply: 

- The specific information to which the claim applies must 
be clearly marked in the body of the study as :subject to a. 
claim of confidentiality. 

- A Supplemental Statement of Data Confidentiality Claims 
must be submitted, identifying each passage claimed confi
dential and describing in detail the basis for the claim. 
A list of the points to address in such a statement is 
included in Attachment 4 on Pg 14. 

- The Supplemental Statement of Data Confidentiality Claims 
must be signed and dated and must include the typed name and 
title of the official who signed it. 
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D.5. Good Laboratory Practice Compliance Statement 

This statement is required if the study contains laboratory 

work subject to GLP requirements specified in 40 CFR 160. Sam

ples of these statements are shown in Attachment 6. 

E. Reference to Previously Submitted Data 

DO NOT RESUBMIT A STUDY THAT BAS PREVIOUSLY BEEN SUBMITTED 

FOR ANOTHER PURPOSE unless EPA specifically requests it. A copy 

of the title page plus the MRID number (if known) is sufficient 

-to allow us to retrieve the study immediately for review. This 

- prevents duplicate entries in the Agency files, and saves you 

the cost of. sending more copies of the study. References to pre

viously submitted studies should not be included in the transmit

tal document, but should be incorporated into the statement of 

the method of support for the application. 

F. Physical Format Requirements 

All elements in the data submittal package must be on 

uniform 8 1/2 by 11 inch white paper, printed on one side only in 

black ink, with high contrast and good resolution. Bindings for 

individual studies must be secure, but easily removable to permit 

disassembly for microfilming. Check with EPA for special 

instructions before submitting data in any medium other than 

paper, such as film or magnetic media. 

Please be particularly attentive to the following points: 

• Do not include frayed or torn pages. 

• Do not include carbon copies, or copies in other than 

black ink. 

• Make sure that photocopies are clear, complete, and 

fully readable. 

• Do not include oversize computer printouts or fold-out 

pages. 

• Do not bind any documents with glue or binding tapes. 

• Make sure that all pages of each study, including any. 

attachments or appendices, are present and in· correct 

sequence. 

Number of Copies Required - All submittal packages except 

those associated with a ~egistration Standard or Special Review 

(See Part G below) must be provided ln three complete, identical 

copies. (The proposed regulations specified two copies; three 

are now being required to expedite and reduce the cost of 

processing data into the OPP Pesticide Document Management System 

and getting it into review.) · 

-69-· 



G. Special Requirements for Submitting Data to the Docket 

Data submittal packages associated with a Registration Stan
dard or Special Review must be provided in four copies, from one 
of which all material claimed as CBI has been excised. This 
fourth copy will become part of the public docket for the RS or 
SR case. If no claims of confidentiality are made for the study, 
the fourth copy should be identical to the other three. When 
portions of a study submitted in support of an RS or SR are 
claimed as CBI, the first three copies will include the CBI 
material as provided in section D of this notice. The following 

·special preparation is required for the fourth copy. 

• Remove the "Supplemental Statement of Data 
COnfidentiality Claims". 

• Remove the "Confidential Attachment". 

• Excise from the body of the study any information you 
claim as confidential, even if it does not fall within 
the scope of FIFRA §10 (d) (1) (A), (B), or (C). Do not 
close up or paraphrase text remaining after this 
excision. 

• Mark the fourth copy plainly on both its cover and its 
title page with the phrase "Public Docket Material.
contains no information claimed as confidential". 

V. For Further Information 

For further information contact John Carley, Chief, 
Information Services Branch, Program Management and Support 
Division, (703) 305-5240. 

Attachment 1. 
Attachment 2. 
Attachment 3. 
Attachment 4. 

Attachment 5. 
Attachment 6. 
Attachment 7. 

Sample Transmittal Document 
Sample Title Page for a Newly Submitted Study 
Statements of Data Confidentiality Claims 
Supplemental Statement of Data Confidentiality 
Claims 
Samples of Confidential Attachments 
Sample Good Laboratory Practice Statements 
Format Diagrams for Submittal Packages and Studies 
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ATTACHMENT 1 

ELEMENTS TO BE INCLUDED IN THE TRANSMITTAL DOCUMENT* 

1. Name and address of submitter (or all joint submitters**) 

+smith Chemical Corporation 

1234 West Smith Street 
Cincinnati, OH 98765 

-and-
Jones Chemical Company 
5678 Wilson-Blvd 
Covington, KY 56789 

+smith Chemical Corp will act as sole agent for all submitters. 

2. Regulatory action in support of which this package is 

submitted 

Use the EPA identification number (e.g. 359-EUP-67) if you know 

it. Otherwise describe the type of request {e.g. experimental 

use permit, data call-in - of xx-xx-xx date) . 

3. Transmittal date 

4. List of submitted studies 

Vol 1. 

Vol 2. 

Vol n 

Administrative materials - forms, previous corres

pondence with Project Managers, and so forth. 

Title of first study in the submittal {Guideline 

No. l 

Title of nth study in the submittal {Guideline 

No.) 

* Applicants commonly provide this information in a tran

smittal letter. This remains an acceptable practice so 

long as all four elements are included. 

* Indicate which of the joint submitters is empowered to 

act on behalf of all joint submitters in any matter 

concerning data compensation or subsequent use or 

release of the data. 

Company Official'----------------------------------
~~-------

Name Signatu~e 

Company Name'----------------------------------------------------------

Company Contact: 
Name Phone 
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ATTACHMENT 2 

SAMPLE STUDY TITLE PAGE FOR A NEWLY SUBMITTED STUDY 

Study Title 

(Chemical name) - Magnitude of Residue on Corn 

Data Requirement 

Guideline 171-4 

Author 

John C. Davis 

Study Completed On 

January 5, 1979 

Performing Laboratory 

ABC Agricultural Laboratories 
940 West Bay Drive 

Wilmington, CA 39897 

Laboratory Project ID 

ABC 47-79 

Page 1 of x· 
(X is the total number of pages in the study) 
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ATTACHMENT 3 

STATEMENTS OF DATA CONFIDENTIALITY CLAIMS 

1. No claim of confidentiality under FIFRA §10(d) (1) (A), (B), or 

(C) . 

STATEMENT OF NO DATA CONFIDENTIALITY CLAIMS 

No claim of confidentiality is made for any information 

contained in this study on the basis of its falling within 

the scope of FIFRA 6§10 (d) (1) (A), (B), or (C) . 

Company 

Company Agent: Typed Name Date: __ _ 

Title Signature 

2. Claim of confidentiality under FIFRA §10(d) (1) (A), (B), or 

(C) • 

STATEMENT OF DATA CONFIDENTIALITY CLAIMS 

Information claimed confidential on the basis of its falling 

within the scope of FIFRA §10(d) (1) (A), (B), or (C) has been 

removed to a confidential appendix, and is cited by 

cross-reference number in the body of the study. 

Company: 

Company Agent: Typed Name Date: __ _ 

Title Signature 

NOTE: Applicants for permanent or temporary tolerances should 

note that it is OPP policy that no permanent tolerance, temporary 

tolerance, or request for an emergency exemption incorporating -an 

analytical method, can be approved unless the applicant waives 

all claims of confidentiality for the analytical method. These 

analytical methods are published in the FDA Pest~ci~e Analytical 

Methods Manual, and therefore cannot be claimed as confidential. 

OPP implements this policy by returning submitted analytical 

methods, for which confidentiality claims have been made, to the 

submitter, to obtain the confidentiality waiver before they can 

be processed. 
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ATTACHMENT 4 

SUPPLEMENTAL STATEMENT OF DATA CONFIDENTIALITY CLAIMS 

For any portion of a submitted study that is not described 
by FIFRA §lO(d) (1) (A), (B), or (C), but for which you claim 

-confidential treatment on another basis, the following informa-
- tion must be included within a Supplemental Statement of Data 

Confidentiality Claims: 

• Identify specifically by page and line number(s) each 
portion of the study for which you claim 
confidentiality. 

• Cite the reasons why the cited passage qualifies for 
confidential treatment. 

• Indicate the length of time--until a specific date or 
event, or permanently--for which the information should 
be treated as confidential. 

• Identify the measures taken to guard against undesired 
disclosure of this information. 

• Describe the extent to which the information has been 
disclosed, and what precautions have been taken in con
nection with those disclosures. 

• Enclose copies of any pertinent determinations of 
confidentiality made by EPA, other Federal agencies, of 
courts concerning this information. 

• If you assert that disclosure of this information would 
be likely to result in substantial harmful effects to 
you, describe those harmful effects and explain why 
they should be viewed as substantial. 

• If you assert that the information in voluntarily sub
mitted, indicate whether you believe disclosure of this 
information might tend to lessen the availability to 
EPA of similar information in the future, and if so, 
how. 
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ATTACHMENT 5 

EXAMPLES OF SEVERAL CONFIDENTIAL ATTACHMENTS 

Example 1. (Confidential word or phrase that has been deleted 

from the study) 

CROSS REFERENCE NUMBER ~ This cross reference number is used in the study 

in place of the following words or phrase at the 

indicated volume and page referenc_es. 

DELETED WORDS OR PHRASE, Ethylene Gl }real 

PAGE LINE REASON FOR THE DELETION FIFRA REFERENCE 

6 14 Identity of Inert Ingredient §10 (d) (1) (C) 

12 25 " " 
100 19 " " 

Example 2. (Confidential paragraph(s) that have been deleted from the study) 

CROSS REFERENCE NUMBER ~ This cross reference number is used in the study 

in place of the following paragraph(s) at the 

indicated volume and page references. 

DELETED PARAGRAPH(S)' 
( 
( Reproduce the deleted paragraph(s) here 

( 

~ REASON FOR THE DELETION 

20. 2-17 Description of the quality control process 

FIFRA REFERENCE 

§10 (d) (1) (C) 

Example 3. (Confidential~ that have been deleted from the study) 

CROSS REFERENCE NUMBER 2 This cross reference number noted on a place

holder page is used in place of the following 

whole pages at the indicated volume and page 

references. 

DELETED PAGE{S), are attached immediately behind this page. 

REASON FOR THE DELETION FifiA REFERENCE 

20. 2-17 Description of the product manufacturing process- §10(d) (1) {A) 
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ATTACHMENT 6 . 

SAMPLE GOOD LABORATORY PRACTICE STATEMENTS 

Example 1. 

This study meets the requirements for 40 CFR Part 160 

Submitter 

Sponsor 

Study Director 

Example 2. 

This study does not meet the requirements of 40 CFR Part 160, and differs 

in the following ways: 

1. ______________________________________ __ 

2. __________________________________________ __ 

3. ________________________________________ __ 

Submitter ____________________________________ _ 

Sponsor--------------------------------------~--

Study Director ________________________________ __ 

Example 3. 

The submitter of this study was neither the sponsor of this Study nor 

conducted it, and does not know whether it has been .conducted in 

accordance with 40 CFR Part 160. 

Submitter ______________________________________________________ __ 
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ATTACKMtNT 7 • 

FORMAT OF THE SUBMITTAL PACKAGE 

....-----, _...- Tran11111 ttal DocWient. 

LEGEND 

Related AGministrative Materials 
,.--· Jt-::te.g., Met.hoc!. o~ Support Statement, etc.l 

~ 1 Other materials about the s~baittal 
I (e.g,, su.aaries of groups ot atud1as 

~..-..-

L..-
.-" to aid in their ra~tlev). 

"' 

St~lal, subaitted aa unique 
phyaical entitiaa, according 
to tba forsat below. 

FORMAT OP IOIMITTRD STUDIES 

title page, 

Statement of Confidentiality Clata1. 

GLP and flagging• ltatementa - as appropriate. 

Body of the study, with !ngliah 
la"9uage translation lf req~lred. 

_
1 

_.............Appendices to the at;ady. 

~ ritle .198 of .the COnfidential 
I ,.-_,...-~ AttacluMnt. . 
L-1' 

1 .,-.J- -~Confidential Attachaent. 
~.--( _.;-- 1 . Suppla .. ntal Stata!Hnt 

I , ""' 1 ot conflc1entl.ali ty Claias • .... ..., 
I -.J ...... ..... , • ~n flagging require•ents 

are final bed • 

Coeu•enta which •ust be subaitted •• 
appropriate to •••t eltaD111hed requ1re .. nts. -, 
1 Docu .. nts subtaitt•d at lubllitter•a option • 

.. -J 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

PR NOTICE 91-2 

OFfiCE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

NOTICE TO MANUFACTURERS, PRODUCERS, FORMULATORS, 

AND REGISTRANTS OF PESTICIDES 

ATTENTION: Persons Responsible for Federal Registration of 

Pesticide Products. 

SUBJECT: Accuracy of Stated Percentages for Ingredients 

Statement 

I. PURPOSE: 

The purpose of this notice is to clarify the Office of 

Pesticide Program's policy with respect to the statement.of 

percentages in a pesticide's label's ingredient statement. 

Specifically, the amount (percent by weight) of ingredient(s) 

specified in the ingredient statement on the label must be stated 

as the nominal concentration of such ingredient(s), as that term 

is defined in 40 CFR 158.153(i). Accordingly, the Agency has 

established the nominal concentration as the only acceptable 

label claim for the amount of active ingredient in the product. 

II . BACKGROUND 

For some time the Agency has accepted two different methods 

of identifying on the label what percentage is claimed for the 

ingredient(s) contained in a pesticide. Some applicants claimed a 

percentage which represented a level between the upper and the 

lower certified limits. This was referred to as the nominal 

concentration. Other applicants claimed the lower limit as the 

percentage of the ingredient (s) that would be expected .·to be 

present in their product at the end of the product'.s shelf-life. 

Unfortunately, this led to a great deal of confusion among the 

regulated industry, the .regulators, and the consumers as to 

exactly how much of a given ingredient was in a given product. 

The Agency has established the nominal concentration as the only 

acceptable label claim for the amount of active ingredient in the 

product. 

Current regulations require that the percentage listed in 

the active ingredient statement be as precise as possible 

reflecting good manufacturing practices 40 CFR 156.10(g) (5). The 

certified limits required for each active ingredient are intended 

to encompass any such "good manufacturing practice" variations 40 
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CFR 15 8 . 17 5 (c) ( 3 ) . 

The upper and bower certified limits, which must be proposed 

in connection with a product's registration, represent the 

amounts of an ingredient that may legally be present 40 CFR 

158.175. The lower certified limit is used as the enforceable 

lower limit for the product composition according to FIFRA 

section 12(,a) (1) {C), while the nominal concentration appearing on 

the label would be the routinely achieved concentration used for 

calculation of dosages and dilutions. 

The nominal concentration would in fact state the greatest 

-·degree of accuracy that is warranted with respect to actual 

product composition because the nominal concentration would be 

the amount_of active ingredient typically found in ~he product. 

It is important for registrants to note that certified 

limits for active ingredie!lts are not considered to be trade 

secret information under FIFRA section lO(b). In this respect:the 

certified limits will be routinely provided by EPA to States for 

enforcement purposes, since the nominal concentration appearing 

on the label may not represent the enforceable composition for 

purposes of section 12(a) (1) (C). 

III. REQUIREMENTS 

As described below under Unit V. " COMPLiANCE SCHEDULE,• all 

currently registered products as well as all applications for new 

registration must comply with this Notice by specifying the 

nominal concentration expressed as a percentage by weight as the 

label claim in the ingredient(s) statement and equivalence 

statements if applicable (e.g., elemental arsenic, metallic zinc, 

salt of an acid). In addition, the requirement for performing 

sample analyses of five or more representative samples must be 

fulfilled. Copies of the raw analytical data must be submitted 

with the nominal ingredient label claim. Further information 

about the analysis requirement may be found in the 40 CFR 

158.170. All products are required to provide certified limits 

for each active, inert ingredient, impurities of toxicological 

significance(i.e., upper limit(s) only) and on a case by case 

basis as specified by EPA. These limits are to be set based on 

representative sampling and chemical analysis(i.e., quality 

control) of the product. 

The format of the ingredient statement must conform to 40 . 

CFR 156-Labeling Requirements For Pesticides and Devices. 

After July 1, 1997, all pesticide ingredient StatementS must 

be changed to nominal cQncentration. 
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IV. PRODUCTS THAT REQUIRE EFFICACY DATA 

All pesticides are required to be efficacious. Therefore, 

the certified lower limits may not be lower then the minimum 

level to achieve efficacy. This is extremely important for 

products which are intended to control pests which threaten the 

public health, e.g., certain antimicrobial and rodenticide 

_products. Refer to 40 CFR 153.640. 

In 'those cases where efficacy limits have been established, 

the Agency will not accept certified lower limits which are below 

that level for the shelf life of the product. 

V. COMPLIANCE SCHEDULE 

As described earlier, the purpose of this Notice is to make 

the registration process more uniform and more manageable for 

both the agency and the regulated community. It is the Agency's 

intention to implement the requirements of this notice as 

smoothly as possible so as not to disrupt or delay the Agency's 

high priority programs, i.e., reregistration, new chemical, or 

fast track (FIFRA section 3(c) (3) (B). Therefore, 

applicants/registrants are expected to comply with the 

requirements of this Notice as follows: 

(1) Beginning July 1, 1991, all new product registrations 

submitted to the Agency are to comply with the 

requirements of this Notice. 

(2) Registrants having products subject to reregistration 

under FIFRA section 4(a) are to comply with the 

requirements of this Notice when specific products are 

called in by the Agency under Phase V of the 

Reregistration Program. 
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(3) All other products/applications that are not subject to 
(1) and (2) above will have until July 1, 1997, to 
comply with this Notice. Such applications should note 
"Conversion to Nominal Concentrations on the 
application form. These types Or amendments will not be 

handled as "Fast Track" applications but will be 
handled as routine requests. 

VI. FOR FURTHER INFORMATION 

Contact Tyr"one Aiken. for information or questions concerning 

this notice on (703) 308-7031. 
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APPENDIX F. Product Specific Data Call-In 

- .. 
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DATA CALL-IN NOTICE 

CERTIFIED MAIL 

Dear Sir or Madam: 

This Notice requires you and other registrants of pesticide products containing the active 

ingredient identified in Attachment 1 of this Notice, the Data Call-In Chemical Status Sheet, to 

submit certain product specific data as noted herein to the U.S. Environmental Protection 

Agency (EPA, the Agency). These data are necessary to maintain the continued registration of 

your product(s) containing this active ingredient. Within 90 days after you receive this Notice 

you must respond as set forth in Section III below. Your response must state: 

1. How you will comply with the requirements set forth in this Notice and its 

Attachments A through G; or 

2. Why you believe you are exempt from the requirements listed in this Notice and 

in Attachment 3, Requirements Status and Registrant's Response Form, (see 

section III-B); or 

3. Why you believe EPA should not require your submission of product specific 

data in the manner specified by this Notice (see section III-D) .. 

If you do not respond to this Notice, or if you do not satisfy EPA that you will comply 

with its requirements or should be exempt or excused from doing so, then the registration of 

your product(s) subject to this Notice will be subject to suspension. We have provided a list of 

all of your products subject to this Notice in Attachment 2, Data Call-In Response Form, as well 

as a list of all registrants who were sent this Notice (Attachment 6). · 

The authority for this Notice is section 3(c)(2)(B) of the Federal Insecticide, Fungicide 

and Rodenticide Act as amended (FIFRA), 7 U .S.C. section 136a(c)(2)(B). Collection of this 

information is authorized under the Paperwork Reduction Act by OMB Approval No. 2070-0107 

(expiration date 12-31-92). 

This Notice is divided into six sections and seven Attachments. The Notice itself contains 
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information and instructions applicable to all Data Call-In Notices. The Attachments contain 

specific chemical information and instructions. The six sections of the Notice are: 

Section I -
Section II
Section III
Section IV
Section V -

Why You Are Receiving This Notice 

Data Required By This Notice 

Compliance With Requirements Of This Notice 

Consequences Of Failure To Comply With This Notice 

Registrants' Obligation To Report Possible Unreasonable Adverse 

Effects .. :. ,., . ;. . _ 

Section VI- Inquirie~ And Responses To This Notice . 
~. > ._ ... -·'- J,_' ' ':. 

The Attachments to this N ot_ice are: · it' '""''~~"" ·< J<,!., · 

1 -
2 -
3 -
4 -

5 
6 -

;• . -"i-~1it:·_:..;: .. >_ •• .., 

Data Call-In Chemical Status Sheet 
Product-Specific Data Call-In Response Form 

Requirements Status and Registrant's Resoonse Form 

EPA Grouping of End-Use Products for Meeting Acute Toxicology Data 

Requirements for Reregi~frlltion 

EPA Acceptance Criteria-

List of Registrants Receiving This Notice 

7 - Cost Share and Data Compensation Forms. and Product Specific Data Report 

Form 

SECTION I. WHY YOU ARE RECEIVING TIDS NOTICE 

The Agency has reviewed existing data for this active ingredient and reevaluated the data 

needed to support continued registration of the subject active ingredient. The Agency has 

concluded that the only additional data necessary are product specific data. No additional 

generic data requirements are being imposed. You have been sent this Notice because you have 

product(s) containing the subject active ingredient. 

SECTION II. DATA REQUIRED BY THIS NOTICE 

11-A. DATA REQUIRED 

The product specific data required by this Notice are specified in Attachment 3, 

Requirements Status and Registrant's Response Form. Depending -on ilie results of the studies 

required in this Notice, additional' testing may be required. 

II-B. SCHEDULE FOR SUBMISSION OF DATA 

You are required to submit the data or otherwise satisfy the data requirements specified in 

Attachment 3, Requirements Status and Registrant's Response Form, within the time frames 

provided. 
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ll-C. TESTING PROTOCOL 

All studies required under this Notice must be conducted in accordance with test standards 

outlined in the Pesticide Assessment Guidelines for those studies for which guidelines have been 

established. 

_- These EPA Guidelines are available from the National Technical Information Service 

(NTIS), Attn: Order Desk, 5285 Port Royal Road, Springfield, Va 22161 (tel: 703-487-4650). 

Protocols approved by the Organization for Economic Cooperation and Development 

(OECD) are also acceptable if the OECD-recommended test standards conform to those specified 

in the Pesticide Data Requirements regulation (40 CFR § 158.70). When using the OECD 

protocols, they should be modified as appropriate so that the data generated by the study will satisfy 

the requirements of 40 CFR § 158. Normally, the Agency will not extend deadlines for complying 

with data requirements when the studies were not conducted in accordance with acceptable 

standards. The OECD protocols are available from OECD, 1750 Pennsylvania Avenue N.W., 

Washington, D.C. 20006. 

All new studies and proposed protocols submitted in response to this Data Call-In Notice 

must be in accordance with Good Laboratory Practices [40 CFR Part 160.3(a)(6)]. 

II-D. REGISTRANTS RECEIVING PREVIOUS SECTION 3(c)(2)(B) NOTICES 

ISSUED BY THE AGENCY 

Unless otherwise noted herein, this Data Call-In does not in any way suoersede or change the 

requirements of any previous Data Call-ln(s), or any other agreements entered into with the Agency 

pertaining to such prior Notice. Registrants must comply with the requirements of all Notices to 

avoid issuance of a Notice of Intent to Suspend their affected products. 

SECTION Ill. COMPLIANCE WITH REOUIREMENTS OF THIS NOTICE 

III-A. SCHEDULE FOR RESPONDING TO THE AGENCY 

The appropriate responses initially required by this Notice for product specific data must 

be submitted to the Agency within 90 days after your receipt of this Notice. Failure to adequately 

respond to this Notice within 90 days of your receipt will be a basis for issuing a Notice of Intent 

to Suspend (NOIS) affecting your products. This and other bases for is.suance of NOIS due to 

failure to comply with this Notice.are presented in Section IV-A arunVc.B. 

III-B. OPTIONS FOR RESPONDING TO THE AGENCY 

The options for responding to this Notice for product specific data are: (a) voluntary 

cancellation, (b) agree to satisfy the product specific data requirements imposed by this notice or 

(c) request a data waiver(s). 

A discussion of how to respond if you chose the Voluntary Cancellation option is presented 

below. A discussion of the various options available for satisfying the product specific data 

-89-



requirements of this Notice is contained in Section III-C. A discussion of options relating to 

requests for data waivers is contained in Section III-D. 

There are two forms that accompany this Notice of which, depending upon your response, 

one or both must be used in your response to the Agency. These forms are the Data-Call-In 

Response Form, and the Requirements Status and Registrant's Response Form, Attachment 2 and 

_Attachment 3. The Data Call-In Response Form must be submitted as part of every response to this 

-Notice. In addition, one copy of the Requirements Status and Registrant's Resoonse Form must 

be submitted fQr each product listed on the Data Call-In Response Form unless the voluntary 

cancellation option is selected or unless the product is identical to another (refer to the instructions 

for completing the Data Call-In Response Form in Attachment 2). Please note that the company's 

authorized representative is required. to sign the frrst page of the Data Call-In Response Form and . 

Requirements Status and Registrant's Response Form (if this form is required) and initial any 

subsequent pages. The forms contain separate detailed instructions on the response options. Do not 

alter the printed material. If you have questions or need assistance in preparing your response, call 

or write the contact person(s) identified in Attachment 1. 

1. Voluntary, Cancellation- You may avoid the requirements of this Notice by requesting 

voluntary cancellation of your product(s) containing the active ingredient that is the subject of this 

Notice. If you wish to voluntarily cancel your product, you must submit a completed Data Call-In 

Response Form, indicating your election of this option. Voluntary cancellation is item number 5 

on the Data Call-In Response Form. If you choose this option, this is the only form that you are· 

required to complete. 

If you chose to voluntarily cancel your product, further sale and distribution of your product 

after the effective date of cancellation must be in accordance with the Existing Stocks provisions 

of this Notice which are contained in Section IV -C. 

2. Satisfying the Product Specific Data Requirements of this Notice There are various 

options available to satisfy the product specific data requirements of this Notice. These options are 

discussed in Section III -C of this Notice and comprise options 1 through 6 on the Requirements 

Status and Registrant's Response Form and item numbers 7a and 7b on the Data Call-In Response 

Form. Deletion of a use(s) and the low volume/minor use option are not valid options for fulfilling 

product specific data requirements. · 

3. Request for Product Specific Data Waivers. Waivers for prOduct specific data are 

discussed in Section III-D of this Notice and are covered by option 7 on the Reauirements Status 

and Registrant's Resoonse Form. If you choose one of these options, you must submit both forms 

as well as any other information/data pertaining to the option chosen to address the data 

requirement. 

III-C SATISFYING THE DATA REQUIREMENTS OF THIS NOTICE 

If you acknowledge on the Data Call-In Response Form that you agree to satisfy the product 

specific data requirements (i.e. you select item number 7a or 7b), then you must select one of the 



six options on the Requirements Status and Registrant's Resoonse Form related to data production 

for each data requirement. Your option selection should be entered under item number 9, 

"Registrant Response." The six options related to data production are the first six options discussed 

under item 9 in the instructions for completing the Requirements Status and Registrant's Response 

Form. These six options are listed immediately below with information in parentheses to guide 

registrants to additional instructions provided in this Section. The options are: 

(1) I will generate and submit data within the specified time frame (Developing Data) 

(2) I have entered into an agreement with one or more registrants to develop data jointly 

(Cost Sharing) 
(3) I have made offers to cost-share (Offers to Cost Share) 

(4) I am submitting an existing study that has not been submitted previously to the 

Agency by anyone (Submitting an Existing Study) 

(5) I am submitting or citing data to upgrade a study classified by EPA as partially 

acceptable and upgradeable (Upgrading a Study) 

(6) I am citing an existing study that EPA has classified as acceptable or an existing 

study that has been submitted but not reviewed by the Agency (Citing an Existing 

Study) 

Qption 1. Developing Data -- If you choose to develop the required data it niust be in 

conformance with Agency deadlines and with other Agency requirements as referenced herein and 

in the attachments. All data generated and submitted must comply with the Good Laboratory 

Practice (GLP) rule (40 CFR Part 160), be conducted according to the Pesticide Assessment 

Guidelines (PAG), and be in conformance with the requirements of PR Notice 86-5. 

The time frames in the Requirements Status and Registrant's Response Form are the time 

frames that the Agency is allowing for the submission of completed study reports. The noted 

deadlines run from the date of the receipt of this Notice by the registrant. If the data are not 

submitted by the deadline, each registrant is subject to receipt of a Notice of Intent to Suspend the 

affected registration(s). 

If you cannot submit the data/reports to the Agency in the time required by this Notice and 

intend to seek additional time to meet the requirements(s), you must submit a request to the Agency 

which includes: (1) a detailed description of the expected difficulty and (2) a proposed schedule 

including alternative dates for meeting such requirements on a step-by-step basis. You must explain 

any technical or laboratory difficulties and provide documentation from the laboratory performing 

the testing. While EPA is considering your request, the original deadline remains. The Agency 

wilJ respond to your request in writing. If EPA does not grant your request, the original deadline 

remains. Normally, extensions can be requested only in cases of extraordinary testing problems 

beyond the expectation or control of the registrant. Extensions will not be given in submitting the 

90-day responses. Extensions will not be considered if the request for extension is not made in a 

timely fashion; in no event shall an extension request be considered if it is submitted at or after the 

lapse of the subject deadline. 

Qption 2. Agreement to Share in Cost to Develop Data -"Registrants may only choose this 

option for acute toxicity data and certain efficacy data and only if EPA has indicated in the attached 

data tables that your product and at least one other product are similar for purposes of depending 
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on the same data. If this is the case, data may be generated for just one of the products in the 

group. The registration number of the product for which data will be submitted must be noted in 

the agreement to cost share by the registrant selecting this option. If you choose to enter into an 

agreement to share in the cost of producing the required data but will not be submitting the data 

yourself, you must provide the name of the registrant who will be submitting the data. You must 

also provide EPA with documentary evidence that an agreement has been formed. Such evidence 

_ may be your letter offering to join in an agreement and the other registrant's acceptance of your 

- offer, or a written statement by the parties that an agreement exists. The agreement to produce the 

data need not specify all of the terms of the final arrangement between the parties or the mechanism 

to resolve the terms. Section3(c)(2)(B) provides that if the parties cannot resolve the terms of the 

agreement they may resolve their differences through binding arbitration. 

Option 3. Offer to Share' in the Cost of Data Development-- This option only applies to 

acute toxicity and certain efficacy data as described in option 2 above. If you have made an offer 

to pay in an attempt to enter into an agreement or amend an existing agreement to meet the 

requirements of this Notice and have been unsuccessful, you may request EPA (by selecting this 

option) to exercise its discretion not to suspend your registration(s), although you do not comply 

with the data submission requirements of this Notice. EPA has determined that as a general policy, 

absent other relevant considerations, it will not suspend the registration of a product of a registrant 

who has in good faith sought and continues to seek to enter into a joint data development/cost 

sharing program, but the other registrant(s) developing the data has refused to accept your offer. 

To qualify for this option, you must submit documentation to the Agency proving that you have 

made an offer to another registrant (who has an obligation to submit data) to share in the burden 

of developing that data. You must also submit to the Agency a completed EPA Form 8570-32, 

Certification of Offer to Cost Share in the Development of Data, Attachment 7. In addition, you 

must demonstrate that the other registrant to whom the offer was made has not accepted your offer 

to enter into a cost sharing agreement by including a copy of your offer and proof of the other 

registrant's receipt of that offer (such as a certified mail receipt). Your offer must, in addition to 

anything else, offer to share in the burden of producing the data upon terms to be agreed or failing 

agreement to be bound by binding arbitration as provided by FIFRA section 3(c)(2)(B)(iii) and must 

not qualify this offer. The other registrant must also inform EPA of its election of an option to 

develop and submit the data required by this Notice by submitting a Data Call-In Response Form 

and a Reguirements Status and Registrant's Response Form committing to develop and submit the 

data required by this Notice. 

In order for you to avoid suspension under this option, you may not withdraw your offer 

to share in the burdens of developing the data. In addition, the other rc:gistrant must fulfill its 

commitment to develop and submit.!1Je data as required by this Notice.- If fhe other registrant fails 

. to develop the data or for some other reason is subject to suspension, your registration as well as 

that of the other registrant will normally be subject to initiation of suspension proceedings, unless 

you commit to submit, and do submit the required data in the specified time frame. In such cases, 

the Agency generally will not grant a time extension for submitting the data. 

Option 4. Submitting an Existing Study -- If you choose to submit an existing study in 

response to this Notice, you must determine that the study satisfies the requirements imposed by 

this Notice. You may only submit a study that has not been previously submitted to the Agency 

or previously cited by anyone. Existing studies are studies which predate issuance of this Notice. 
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Do not use this option if you are submitting data to upgrage a study. (See Option 5). 

You should be aware that if the Agency determines that the study is not acceptable, the 

Agency will require you to comply with this Notice, normally without an extension of the required 

date of submission. The Agency may determine at any time that a study is not valid and needs to 

be repeated. 

To meet the requirements of the DCI Notice for submitting an existing study, ail of the 

following three criteria must be clearly met: 

a. You must certify at the time that the existing study is submitted that the raw data and 

specimens from the study are available for audit and review and you must .identify 

where they are available. This must be done in accordance with the requirements 

of the Good Laboratory Practice (GLP) regulation, 40 CFR Part 160. As stated in 

40 CFR 160.3(j) " 'raw data' means any laboratory worksheets, records, 

memoranda, notes, or exact copies thereof, that are the result of original 

observations and activities of a study and are necessary for the reconstruction and 

evaluation of the report of that study. In the event that exact transcripts of raw data 

have been prepared (e.g., tapes which have been transcribed verbatim, dated, and 

verified accurate by signature), the exact copy or exact transcript may be substituted 

for the original source as raw data. 'Raw data' may include photographs, ·microfilm 

or microfiche copies, computer printouts, magnetic media, including dictated 

observations, and recorded data from automated instruments." The term 

"specimens", according to 40 CFR 160.3(k), means "any material derived from a 

test system for examination or analysis. • 

b. Health .and safety studies completed after May 1984 must also contain all GLP

required quality assurance and quality control information, pursuant to the 

requirements of 40 CFR Part 160. Registrants must also certify at the time of 

submitting the existing study that such GLP information is available for post-May 

1984 studies by including an appropriate statement on or attached to the study signed 

by an authorized official or representative of the registrant. 

c. You must certify that each study fulfills the acceptance criteria for the Guideline 

relevant to the study provided in the FIFRA Accelerated Reregistration Phase 3 

Technical Guidance and that the study bas been conducted according to the Pesticide 

Assessment Guidelines (P AG) or meets the purpose of tbe Pf.G (both available from 

NTIS). A study n!)t conducted according to the PA"G may be submitted to the 

Agency for consideration if the registrant believes that the study clearly meets the 

purpose of the PAG. The registrant is referred to 40 CFR 158.70 which states the 

Agency's policy regarding acceptable protocols. If you wish to submit the study, you 

must, in addition to certifying that the purposes of the P AG are met by the study, 

clearly articulate the rationale why you believe the study meets the purpose of the 

PAG, including copies of any supporting information or data. It has been the 

Agency's experience that studies completed prior to January 1970 rarely satisfied the 

purpose of the P AG and that necessary raw data are usually not available for such 

studies. 
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If you submit an existing study, you must certify that the study meets all requirements of 
the criteria outlined above. 

If you know of a study pertaining to any requirement in this Notice which does not meet 

the criteria outlined above but does contain factual information regarding unreasonable adverse 

-effects, you must notify the Agency of such a study. If such study is in the Agency's files, you 

need only cite it along with the notification. If not in the Agency's files, you must submit a 

summary and copies as required by PR Notice 86-5. 

Ootion 5. Upgrading a Study -- If a study has been classified as partially acceptable and 

upgradeable, you may . submit data to upgrade that study. The Agency will review the data 

submitted and determine if the requirement is satisfied. If the Agency decides the requirement is 
not satisfied, you may still be required to submit new data normally without any time extension. 

Deficient, but upgradeable studies will normally be classified as supplemental. However, it is 

important to note that not all studies classified as supplemental are upgradeable. If you have 

questions regarding the classification of a study or whether a study may be upgraded, call or write 

the contact person listed in Attachment 1. If you submit data to upgrade an existing study you must 

satisfy or supply information to correct all deficiencies in the study identified by EPA. You must 

provide a clearly articulated rationale of how the deficiencies have been remedied or corrected and 
why the study should be rated as acceptable to EPA. Your submission must also specify the MRID 

number(s) of the study which you are attempting to upgrade and must be in conformance with PR 

Notice 86-5. 

Do not submit additional data for the purpose of upgrading a study classified as unacceptable 

and determined by the Agency as not capable of being upgraded. 

This option should also be used to cite data that has been previously submitted to upgrade 

a study, but has not yet been reviewed by the Agency. You must provide the MRID number of 

the data submission as well as the MRID number of the study being upgraded. 

The criteria for submitting an existing study, as specified in Option 4 above, apply to all 

data submissions intended to upgrade studies. Additionally your submission of data intended to 

upgrade studies must be accompanied by a certification that you comply with each of those criteria 
as well as a certification regarding protocol compliance with Agency requireme.nts. 

Option 6. Citing Existing Studies -- If you choose to cite a study tbat has been previously 

submitted to EPA, that study must have been previously classified by EPA as acceptable or it must 

be a study which has not yet been reviewed by the Agency. Acceptable toxicology studies 

generally will have been classified as "core-guideline" or "core minimum." For all other 

disciplines the classification would be "acceptable." With respect to any studies for which you wish 

to select this option you must provide the MRID number of the study you are citing and, if the 

study has been reviewed by the Agency, you must provide the Agency's classification of the study. 

If you are citing a study of which you are not the original data submitter, you must submit 

a completed copy of EPA Form 8570-31, Certification with Respect to Data Compensation 

Requirements. 

-9~ 



Registrants who select one of the above 6 optioi_IS must meet all of the requirements 

described in the instructions for completing the Data Call-In Response Form and the Reauirements 

Status and Registrant's Response Form, as appropriate. 

III-D REQUESTS FOR DATA WAIVERS 

If you request a waiver for product specific data because you believe it is 

inappropria~. you must attach a complete justification for the request, including technical reasons, 

data and references to relevant EPA regulations, guidelines or policies. (Note: any supplemental 

data must be submitted in the format required by PR Notice 86-5). ·This will be the only 

opportunity to state the reasons or provide information in support of your request. If the Agency 

approves your waiver request, you will not be required to supply the data pursuant to section 

3(c)(2)(B) of FIFRA. If the Agency denies your waiver request, you must choose an option for 

meeting the data requirements of this Notice within 30 days of the receipt of the Agency's decision. 

You must indicate and submit the option chosen on the Requirements Status and Registrant's 

Response Form. Product specific data requirements for product chemistry, acute toxicity and 

efficacy (where appropriate) are required for all products and the Agency would grant a waiver only 

under extraordinary circumstances. You should also be aware that submitting a waiver request will 

not automatically extend the due date for the study in question. Waiver requests submitted 

without adequate supporting rationale will be denied and the original due date will remain in force. 

IV. CONSEQUENCES OF FAILURE TO COMPLY WITH THIS NOTICE 

IV-A NOTICE OF INTENT TO SUSPEND 

The Agency may issue a Notice of Intent to Suspend products subject to this Notice due to 

failure by a registrant to comply with the requirements of this Data Call-In Notice, pursuant to 

FIFRA section 3(c){2)(B). Events which may be the basis for issuance of a Notice of Intent to 

Suspend include, but are not limited to, the following: 

1. Failure to respond as required by this Notice within 90 days of your receipt of this 

Notice. 

2. Failure to submit on the required schedule an acceptable proposed or final protocol 

when such is required to be submitted to the Agency for review. 

3. Failure to submit on the required schedule an adequate pf<!gress report on a study 

as required by this l':l.otice. ~ 

4. Failure to submit on the required schedule acceptable data as required by this Notice. 

5. Failure to take a required action or submit adequate information pertaining to any 

option chosen to address the data requirements (e.g., any required action or 

information pertaining to submission or citation of existing studies or offers, 

arrangements, or arbitration on the sharing of costs or the formation of Task Forces, 

failure to comply with the terms of an agreement or arbitration concerning joint data 

development or failure to comply with any terms of a data waiver). 
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6. Failure to submit supportable certifications as to the conditions of submitted studies, 

as required by Section III-C of this Notice. 

7. Withdrawal of an offer to share in the cost of developing required data. 

8. Failure of the registrant to whom you have tendered an offer to share in the cost of 

developing data and provided proof of the registrant's receipt of such offer or failure 

of a registrant on whom you rely for a generic data exemption either to: 

a. inform EPA of intent to develop and submit the data required by this Notice 

on a Data Call-In Response Form and a Reauirements Status and Registrant's 

Response Form; 

b. fulfill the commitment to develop and submit the data as required by this 

Notice; or 

c. otherwise take appropriate steps to meet the requirements stated in this 

Notice, unless you commit to submit and do submit the required data in the 

specified time frame. 

9. Failure to take any required or appropriate steps, not mentioned above, at any time 

following the issuance of this Notice. · 

IV-B. BASIS FOR DETERMINATION TIIAT SUBMITTED STUDY IS 

UNACCEPTABLE 

The Agency may determine that a study (even if submitted within the required time) is 

unacceptable and constitutes a basis for issuance of a Notice of Intent to Suspend. The grounds for 

suspension include, but are not limited to, failure to meet any of the following: 

1. EPA requirements specified in the Data Call-In Notice or other documents incorporated 

by reference (including, as applicable, EPA Pesticide Assessment Guidelines, Data 

Reporting Guidelines, and GeneTox Health Effects Test Guidelines) regarding the design, 

conduct, and reporting of required studies. Such requirements include, but are not limited 

to, those relating to test material, test procedures, selection of species, number of animals, 

sex and distribution of animals, dose and effect levels to be tested or attained, duration of 

test, and, as applicable, Good Laboratory Practices. 

2. EPA requirements regarding the submission of protocols, including the incorporation of 

any changes required by the Agency following review. 

3. EPA requirements regarding the reporting of data, including the manner of reporting, 

the completeness of results, and the adequacy of any required supporting (or raw) data, 

including, but not limited to, requirements referenced or included in this Notice or contained 

in PR 86-5. All studies must be submitted in the form of a fmal report; a preliminary 

report will not be considered to fulfill the submission requirement. 
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IV-C EXISTING STOCKS OF SUSPENDED OR CANCFJJFO PRODUCTS 

EPA has statutory authority to permit continued sale, distribution and use of existing stocks 

of a pesticide product which has been suspended or cancelled if doing so would be consistent with 

the purposes of the Act. 

_- The Agency has determined that such disposition by registrants of existing stocks for a 

suspended registration when a section 3(c)(2)(B) data request is outstanding would generally not be 

consistent with the Act's purposes. Accordingly, the Agency anticipates granting registrants 

permission to sell, distribute, or use existing stocks of suspended product(s) only in exceptional 

circumstances. If you believe.such disposition of existing stocks of your product(s) which may be 

suspended for failure to comply with this Notice should be permitted, you have the burden of 

clearly demonstrating to EPA that granting such permission would be consistent with the Act. You 

must also explain why an "existing stocks" provision is necessary, including a statement of the 

quantity of existing stocks and your estimate of the time required for their sale, distribution, and 

use. Unless you meet this burden the Agency will not consider any request pertaining to the 

continued sale, distribution, or use of your existing stocks after suspension. 

If you request a voluntary cancellation of your product(s) as a response to this Notice and 

your product is in full compliance with all Agency requirements, you will have, wider most 

circumstances, one year from the date your 90 day response to this Notice is due, to sell, distribute, 

or use existing stocks. Normally, the Agency will allow persons other than the registrant such as 

independent distributors, retailers and end users to sell, distribute or use such existing stocks until 

the stocks are exhausted. Any sale, distribution or use of stocks of voluntarily cancelled products 

containing an active ingredient for which the Agency has particular risk concerns will be 

determined on case-by -case basis. 

Requests for voluntary cancellation received !fig the 90 day response period required by 

this Notice will not result in the Agency granting any additional time to sell, distribute, or use 

existing stocks beyond a year from the date the 90 day response was due unless you demonstrate 

to the Agency that you are in full compliance with all Agency ·requirements, including the 

requirements of this Notice. For example, if you decide to voluntarily cancel your registration six 

months before a 3 year study is scheduled to be submitted, all progress reports and other 

information necessary to establish that you have been conducting the study in an acceptable and 

good faith manner must have been submitted to the Agency,- before EPA will consider granting an 

existing stocks provision. 

SECTION V. REGISTRANTS' OBLIGATION TO REPORT POSSffiLE 

UNREASONABLE ADVERSE EFFECTS 

Registrants are reminded that FIFRA section 6(a)(2) states that if at any time after a 

pesticide is registered a registrant has additional factual information regarding unreasonable adverse 

effects on the environment by the pesticide, the registrant shall submit the information to the 

Agency. Registrants must notify the Agency of any factual information they have, from whatever 

source, including but not limited to interim or preliminary results of studies, regarding unreasonable 

adverse effects on man or the environment. This requirement continues as long as the products are 

registered by the Agency. 
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SECTION VI. INOUIRIES AND RRSPONSES TO THIS NQTICE 

If you have any questions regarding the requirements and procedures established by this 

Notice, call the contact person(s) listed in Attachment 1, the Data Call-In Chemical Status Sheet. 

All responses to this Notice (other than voluntary cancellation requests and generic data 

exemption claims) must include a completed Data Call-In Response Form and a completed 

Reauirements Status and Re&istrant's Respon!!e Form (Attachment 2 and Attachment 3 for product 

specific data) and any other documents required by this Notice, and should be submitted to the 

contact person(s) identified in Attachment 1. If the voluntary cancellation or generic data 

exemption option is chosen, only the Data Call-In Response Form need be submitted. 

The Office of Compliance Monitoring (OCM) of the Office of Pesticides and Toxic 

Substances (OPTS), EPA, will be monitoring the data being generated in response to this Notice. 

Attachments 

Sincerely yours, 

-~~(d, 
Daniel M. Barolo, D~r 
Special Review and 

Reregistration Division 

1 - Data Call-In Chemical Status Sheet 

2 - Product-Specific Data Call-In Response Form 

3 - Reauirements Status and Registrant's Res,ponse Form· 

4 - EPA Grouping of End-Use Products for Meeting Acute Toxicology Data 

Reguirements for Reregistration 

5 - EPA Acceptance Criteria 

6 List of Registrants Receiving This Notice 

7 - Cost Share and Data Compensation forms. and ProdU~t S_pecific Data Report Form 
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Attachment 1. Chemical Status Sheet 
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INORGANIC HAUDES DATA CALL-IN CHEMICAL STATUS SHEET 

INTRODUCTION 

You have been sent this Product Specific Data Call-In Notice because you have 

product( s) containing inorganic halides . 

This Product Soecific Data Call-In Chemical Status Sheet, contains an overview of data 

required by this notice, and point of contact for inquiries pertaining to the reregistration of 

inorganic halides . This attachment is to be used in conjunction with (1) the Product Specific 

Data Call-In Notice, (2) the Product Specific Data Call-In Response Form (Attachment 2), (3) 

the Requirements Status and Registrant's Form (Attachment 3), (4) EPA's Grouping of EndcUse 

Products for Meeting Acute Toxjcology Data Requirement (Attachment 4), (5) the EPA 

Acceptance Criteria (Attachment 5), (6) a list of registrants receiving this DCI (Attachment 6) 

and (7) the Cost Share and Data Compensation Forms in replying to this inorganic halides 

Product Specific Data Call-In (Attachment 7). Instructions and guidance accompany each form. 

DATA REQUIRED BY THIS NOTICE 

The additional data requirements needed to complete the database for inorganic halides 

are contained in the Requirements Status and Registrant's Response, Attachment 3. The 

Agency has concluded that additional data on inorganic halides are needed for specific 

products. These data are required to be submitted to the Agency within the time frame listed. 

These data are needed to fully complete the reregistration of all eligible inorganic halides 

products. 

INQUIRIES AND RESPONSES TO THIS NOTICE 

If you .have any questions regarding the generic database of inorganic halides , please 

contact Mark Wilhite at (703) 308-8586. 

If you have any questions regarding the product specific data requirements and 

procedures established by this Notice, please contact C.P. Moran (703) 308-8590 

All responses to this Notice for the Product Specific data requirements should be 

submitted to: 
Accelerated Reregistration Branch, Chemical·Review Manager Team 81 

Product Reregistration Branch 
Special Review and Reregistration Branch 7508W 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

Washington, D.C. 20460 

RE: Inorganic Halides 
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Attachment 2. Product Specific Data Call-In Response 

Forms (Form A inserts) Plus Instructions 

-101-

.. 
-



--

-102-



INSTRUCTIONS FOR COMPLETING THE "DATA CALL-IN RESPONSE" 

PRODUCT SPECIFIC DATA 

Item 1-4. Already completed by EPA. 

Item 5. If you wish to voluntarily cancel your product, answer "yes". If you cu~ 

option, you will not have to provide the data required by the Data Ca11-In Notice ~ 

you will not have to complete any other forms. Further sale and distribution of your 

product after the effective date of cancellation must be in accordance with the 

Existing Stocks provision of the Data Call-In Notice (Section IV -C). 

Item 6. Not applicable since this form calls in product specific data only. However, if your 

product is identiCal to another product and you qualify for a data exemption, you 

must respond with "yes" to Item 7a (MUP) or 7B (EUP) on this form, provide the 

EPA reregistration numbers of your source (s); you would not complete the 

requirements status and registrant's response" form. Examples of such products 

include repackaged products and Special Local Needs (Section 24c) products which 

are identical to federally registered products. 

Item 7a. For each manufacturing use product (MUP) for which you wish to. maintain 

registration, you must agree to satisfy the data requirements by responding "yes. • 

Item 7b. For each end use product (EUP) for which you wish to maintain registration, you 

must agree to satisfy the data requirements by responding "yes. • if you are 

requesting a data waiver, answer "yes" here; in addition, on. the "Requirements 

Status and Registrant's Response" form under Item 9, you must respond with option 

7 (Waiver Request) for each study for which you are requesting a waiver. See item 

6 with regard to identical products and data exemptions. 

Items 8-11. Self-explanatory. 

Note: You may provide additional information that does not fit on this form in a signed letter 

that accompanies this form. For example, you may wish to report that your product has 

already been transferred to another that you have already voluntarily cancelled this product. 

For these cases, please supply all relevant details so that EPA can ensure that its records 

are correct. 
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Attachment 3. Product Specific Requirement Status and 

Registrant's Response Forms (Form B inserts) and 
Instructions 
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INSTRUCTIONS FOR COMPLETING THE "REQUIREMENTS STATUS AND 

REGISTRANT'S RESPONSE" FORM FOR PRODUCT SPECIFIC DATA 

Item 1-3. 

Item 4. 

Item 5. 

Item 6. 

Item 7. 

Item 8. 

Item 9. 

Completed by EPA. Note the unique identifier number assigned by EPA in item 3. 

This number must be used in the transmittal document for any data submissions in 

response to this Data Call-In Notice. 

The guidelines reference numbers of studies required to support the product's 

continued registration are identified. These guidelines, in addition to the 

requirements specified in the Notice, govern the conduct 9f the required studies. 

Note that series 61 and 62 in product chemistry are now listed under 40 CFR 

158.155 through 158.180, Subpart c. 

The study title associated with the guideline reference number is identified. 

The use patters (s) of the pesticide associated with the product specific requirements 

is (are) identified. For most product specific data requirements, all use patterns are 

covered by the data requirements. In the case of efficacy data, the required studies 

only pertain to products which have the use sites and! or pests indicated. 

The substance to be tested is identified by EPA. For product specific data, the 

product as formulated for sale and distribution is the test substance, except in rare 

cases. 

The due date for submission of each study is identified. It is normally based on 8 

months after issuance of the Reregistration Eligibility Documents unless EPA 

determines that a longer time period is necessary. 

Enter Only one of the following response codes for each data requirement to show 

how you intend to comply with the data requirements listed in this table. Fuller 

descriptions of each option are contained in the Data Call-In Notice. 

1. I will generate and submit data by the specified due date (Developing Data). 

By indicating that I have chosen this option, I certify that I will comply with all the 

requirements pertaining to the conditions for submittal of this study as outlined in 

the Data Call-In Notice. 

2. I have entered into an agreement with one or mo~ re$istrants to develop data 

jointly (Cost Sharing). I am submitting a copy of this agreement. I understand that 

this option is availabie on for acute toxicity or certain efficacy data and only if EPA 

indicates in an attachment to this notice that my product is similar. Enough to 

another product to qualify for this option. I certify that another party. in the 

agreement is committing to submit or provide the required data; if the required study 

is not submitted on time, my product my be subject to suspension. 

3. I have made offers to share in the cost to develop data (Offers to Cost Share). 

-107-



I understand that this option is available only for acute toxicity or certain efficacy 

data and only if EPA indicates in an attachment to this Data Call-In Notice that my 

product is similar enough to another product to qualify for this option. I am 
submitting evidence that I have made an offer to another registrant (who has an 

obligation to submit data) to share in the cost of that data. I am also submitting a 

completed " Certification of offer to Cost Share in the Development Data" form. 

I am including a copy of my offer and proof of the other registrant's receipt of that 

offer. I am identifying the party which is committing to submit or provide the 

require data; if the required study is not submitted on time, my product may be 

subject to suspension. I understand that other terms under Option 3 in the Data 

Call-In Notice (Section ill-C.l.) apply as well. 

4. By the specified due date, I will submit an existing study that has not been 

submitted previously to the Agency by anyone (submitting an Existing Study). I 

certify that this study will meet all the requirements for submittal of existing data 

outlined in option 4 in the Data Call-In Notice (Section ill-C.l.) and will meet the 

attached acceptance criteria (for acute toxicity and product chemistry data). I will 

attach the needed supporting information along with this response. I also certify that 

I have determined that this study will fill the data requirement for which I have 

indicated this choice. 

5. By the specified due date, I will submit or cite data to upgrade a study. 

classified by the Agency as partially acceptable and upgrade (upgrading a study). 

I will submit evidence of the Agency's review indicating that the study may be 

upgraded and what information is required to do so. I will provide the MRID or 

Accession number of the study at the due date. I understand that the conditions for 

this Option outlined Option 5 in the Data Call-In Notice (Section ill-C.l.) apply. 

6. By the specified due date, I will cite an existing study that the Agency has 

classified as acceptable or an existing study that has been submitted but not reviewed 

by the Agency (Citing an Existing Study). If I am citing another registrant's study, 

I understand that this option is available only for acute toxicity or certain efficacy 

data and only if the cited study was conducted on my product, an identical product 

or a product which EPA has "grouped" with one or more other products for 

purposes of d~nding on the same data. I may also choose this option if I am citing 

my own data. (in either case, I will provide the MRID or Accession number (s) 

number (s) for the cited data on a "Product Specific Data Report" form or in a 

similar format. If I cite another registratrant's data,_l 'Yill submit a completed 

"Certification With.Respect To Data Compensation Requirements" form) 

7. I request a waiver for this study because it is inappropriate for my product 

(Waiver Request). I am attaching a complete justification for this request, including 

technical reasons, data and references to relevant EPA regulations, guidelines or 

policies. [Note: any supplemental data must be submitted in the format required by 

P.R. Notice 86-5]. I understand that this is my only opportunity to state the reasons 

or provide information in support of my request. If the Agency approves my waiver 
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request, I will not be require to supply the data pursuant to Section 3( c) (2) (B) of 

FIFRA. If the Agency denies my waiver request, I must choose a method of 

meeting the data requirements of this Notice by the due date stated by this Notice. 

In this case, I must, within 30 days of my receipt of the Agency's written decision, 

submit a revised "Requirements Status chosen. I also understand that the deadline 

for submission of data as specified by the original data cal-in notice will not change. 

-Items 10-13. Self-explanatory. 

NOTE: You may provide additional information that does not fit on this form in a signed 

letter that accompanies this form. For example, you may wish to report that your product has 

already been transferred to another company or that you have already voluntarily cancelled this 

product. For these cases, please supply all relevant details so that EPA can ensure that its records 

are correct. 
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Attachment 4. EPA Batching of End-Use Products for 

Meeting Data Requirements for Reregistration 

. 
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EPA'S HATCHING OF PRODUCTS CONTAINING SODIUM BROMIDE AND SODIUM 

CHLORIDE (INORGANIC HALIDES) FOR MEETING ACUTE TOXICITY DATA 

REQUIREMENTS FOR REREGISTRATION 

In an effort to reduce the time, resources and number of animals needed to fulfill the acute 

toxicity data requirements for reregistration of products containing the active ingredients sodium 

bromide or sodium chloride, the Agency has hatched products which can be considered similar 

~for purposes of acute toxicity. Factors considered in the sorting process include each product's 

active and .inert ingredients (identity, percent composition and biological activity), type of 

formulation (e.g., emulsifiable concentrate, aerosol, wettable powder, granular, etc.), and 

labeling (e.g., signal word, use classification, precautionary labeling, etc.). Note that the Agency 

is not describing hatched products as "substantially similar" since some products within a batch 

may not be considered chemically similar or have identical use patterns. 

Using available information, hatching has been accomplished by the process described in the 

preceding paragraph. Frequently acute toxicity data on individual products has been found to be 

incom- plete. Notwithstanding the hatching process, the Agency reserves the right to require, 

at any time, acute toxicity data for an individual prpduct should the need arise. 

Registrants of products within a batch may choose to cooper- atively generate, submit or 

cite a single battery of six acute toxicological studies to represent all the products within that 

batch. It is the registrants' option to participate in the process with all other registrants, only 

some of the other registrants, or only their own products within a batch, or to generate all the 

required acute toxicological studies for each of their own pro- ducts. If a registrant chooses to 

generate the data for a batch, he/ she mnst use one of the products within the batch as the test 

material. If a registrant chooses to rely upon previously sub- mitted acute toxicity data, he/she 

may do so provided that the data base is complete and valid by today's standards (see acceptance 

criteria attached), the formulation tested is considered by EPA to be similar for acute toxicity, 

and the formulation has not been significantly altered since submission and acceptance of the 

acute toxicity data. Regardless of whether new data is generated or existing data is cited, the 

registrant must clearly identify the material tested by its EPA registration number. If more than 

one Confidential Statement Of Formula (CSF) exists for a product registration, the registrant 

must indicate the formulation actually tested by identifying the corresponding CSF. 

In deciding how to meet the product specific data require- ments, registrants must follow the 

directions given in the Data Call-In Notice and its attachments appended to the RED. The DCI 

Notice contains two response forms which are to be completed and submitted "to the Agency 

within 90 days of receipt. The first form, "Data CalJ-In Response," asks whether the registrant 

will meet the data requirements for.each product. The second form, "ReQuirements Status and 

Registrant's Response," lists the product specific data required for each product, including the 

standard six acute toxic- ity tests. A registrant who wishes to participate in a batch must decide 

whether he/she will provide the data or depend on someone else to do so. If a registrant 

supplies the data to support a batch of products, he/she must select one of the following options: 

Developing Data (Option 1), Submitting an Existing Study (Option 4), Upgrading an Existing 

Study (Option 5) or Citing an Existing Study (Option 6). If a registrant depends on another's 

data, he/she must choose among: Cost Sharing (Option 2), Offers to Cost Share (Option 3) or 

Citing an Existing Study (Option 6). If a registrant does not want to participate in a batch, the 

choices are Options 1, 4, 5 or 6. However, a registrant should know that choosing not to 
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participate in a batch does not preclude other registrants in the batch from citing his/her studies 
and offering to cost share (Option 3) those studies. 

Table I indicates 3 batches including 29 products containing the active ingredient sodium 
bromide. 

Table I. 

Batch No. EPA Roo. No. ll Sod"~m Bronidt fNB<I. And Any -lioo 
Dtha- Active ~· 

.. 
1 1448-345 40.0 NaBr Rlldy·T..U..solution 

3377-25 40.0 NoBr Solubll CIIOCIIItratt 

3377-28 45.0 NaBr Tor:hicll Chlni<l1 

3377-29 45.0 NaBr - Concentnte 

3377-32 40.0 NoBr r-..-
3432-58 35.0 NaBr Rlldy-To-U..solution 

3525-127 32.18 NoBr Rrrody-To.U..solution 

5785-66 46.0 NoBr Rlldy-T..Use-Solution 

5785-87 46.0 NoBr Forrnrlatiro ilt-te 

5785-80 15.0 IIIBr ' Rlldy-T ..u...srr.mon 
7364-30 32.18 NaBr Rlldy-To-U...sokrtion 

8622-49) 38.0 NoBR Rutly-To-U•Solution 

422;;:; 32.18 NoBr Gronulor 

45309-43 3~0 IIIBr Rudy-To-Use-Solution 

2 5785-76 38.0 NaBr Rudy-To..U»Wrtion 

5785-78 97.0 NaBr Fonn.llation knannediate 

5785-79 42.8 NaBr Rudy-T o-Ust-Solution 

2 Con't. 5785-81 40.0 NaBr Rudy-T o-Ust-Solution 

8622-45 98.0 NaBr FDmlllltion tritltmldilte 

8622-51 98.0 NaBr F~tiro iltorrrodilte 

3 935-80 •' 4.0 NoBr 

96.0 Sodium -·-
Gr~nt~iar 

ilocyanurate 
dihydrate 

935-70 7.0 IIIBr PelletodUobloted 
89.0 Trichloro-s-trilzint-

trione 

935-71 7.0 NaBr Granular 
89.0 Sodium dichloro-s-

triuinetrione 
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Batch No. EPA Reg. No. % Sodium Broride (NaBr), And Any fDmulation 
Other Active lngrtdiant 

935-73 7.0 NaBr Paler ediT obltterl 

92.0 T richloro-s-triezine-
trorMI 

935-74 7.0 NoBr Gronular 

89.0 Sodium dichlor..,. 
trilzinetrione 

935-75 7.0 NoBr PaleteriiT obleterl 

92.0 Trichlore-s-trilzine. 
triane 

935-76 7.0 NoBr PaleteriiT oblaterl 

92.0 Sodium dichoro-s-
trillinltrione 

935-78 9.2 NoBr PelleteriiTobleterl 

88.0 T richlore-s-triazile-
triaoe 

5185-376 14.6 NoBr GriiOUiar 
81.6 Sod~m dichloro-s 

triazinatriDne 

Table II lists 6 products containing sodium bromide or sodium 

chloride as an active ingredient, which were not considered to be 

similar for purposes of acute toxicity or the Agency lacked suffic

ient information for decision making and were not placed in any 

batch. Registrants of these products are responsible for meeting 

the acute toxicity data requirements for each product. 

Table II. 

EPA Registration NurrOer % Sodium Bronlde (NaBr}, arul any other- Follllllation 

active ingredient 

1706-168 42.8 NaBr Rudy-T o!!.SO~tion -

5736-90 2.6 NaBr Reedy-T o-l!se-Solution 

5736-94 1.7 NoBr R11dy-T o-Ust-Solution 

62432-1 1.5 Sodium chloride Soluble Concentrate 

20.4 Potassium paroxymonosuHate 

65501-1 20.0 Sodium chloride ""regneted Mataill 

7616-65 3.8 NaBr Rudy-T o-Ust-Solution 
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Attachment 5. EPA Acceptance Criteria 
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Guideline 

- Series 61 
Series 62 
Series 63 

-121-

SUBDMSIOND 

Study Title 

Product Identity and Composition 
Analysis and Certification of Product Ingredients .ct · 

Physical and Chemical Characteristics ics 
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61 Product Identity and Composition 

ACCEPTANCE CRITERIA 

-Does your study meet the following acceptance criteria? 

I. Name of technical material tested (include product name and trade name, if appropriate). 

2. Name, nominal concentration, and certified limits (upper and lower) for each active ingredient and each 

intentionally-added inert in~ient. 

3.__ Name and upper certified limit for each impurity or each group of impurities present at 2. 0.1% by 

weight and for certain toxicologically significant impurities (e.g., dioxins, nitrosamines) present at 

<0.!%. 

4. Purpose of each active ingredient and each intentionally-added inert. 

5 .__ Chemical name from Chemical Abstracts index of Nomenclature and Chemical Abstracts Service (CAS) 

Registry Number for each active ingredient and, if available, for each intentionally-added inert. 

6. Molecular, structural, and empirical formulas, molecular weight or weight range, and any company 

assigned experimental or internal code numbers for each active ingredient. 

7. Description of each beginning material in the manufacturing process. 

EPA Registration Number if registered; for other beginni.Qg materials, 

Name and address of manufacturer or supplier. 
Brand name, trade name or commercial designation. 

the illlowing: 

Technical specifications or data sheets by which manufacturer or supplier describes composition, 

properties or toxicity. 

8. __ Description of manufacturing process. 
Statement of whether batch or continuous process. 
Relative amounts of beginning materials and order in which they are added. 

Description of equipment. 
Description of physical conditions (temperature, pressure, humidity) controlled in each step and 

the parameters that are maintained. 
Statement of whether process involves intended chemical reactions. 

Flow chart with chemical equations for each intended chemical reaction. 

Duration of each step of process. 
Description of purificati&n procedures. 

Description of measures taken to assure quality of final product. 

9. Discussion of formation of impurities based on established chemical theory addressing (1) each impurity 

which may be present at 2. 0.1% or was found at 2. 0.1% by product analyses and (2) certain 

toxicologically significant impurities (see #3). · 
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62 Analysis and Certification of Product Ingredients 

ACCEPTANCE CRITERIA 

The following criteria apply to the technical grade of the active ingredient being reregistered .. Use a table to present 

the information in items 6, 7, and 8. 

Does your study meet the following acceptance criteria? 

I. 

2. 
3. 

4. 
5. 
6. 
7. 

8. 

9. 

10._ 

Five or more representative samples (batches in case of batch process) analyzed for each active ingredient 

and all impurities present a( z. 0 .I %. 

Degree of accountability or closure z. g 98%. 

Analyses conducted for certain trace toxic impurities at lower than 0 .I % (examples, nitrosamines in the 

case of products containing dinitroanilines or containing secondary or tertiary amines/alkanolamines plus 

nitrites; polyhalogenated dibenzodioxins and dibenzofurans). [Note that in the case of nitrosamines both 

fresb and stored samples must be analyzed.). 

Complete and detailed description of each step in analytical method used to analyze above samples. 

Statement of precision and accuracy of analytical method used to analyze above samples. 

Identities and quantities (including mean and standard deviation) provided for each analyzed ingredient. 

Upper and lower cenified limits proposed for each active ingredient and intentionally added inen along 

with explanation of how the limits were detennined. 

Upper cenified limit proposed for each impurity present at z. 0.1% and for certain toxicologically 

significant impurities at < 0 .I % along with explanation of how limit determined. 

Analytical methods to verify cenified limits of each active ingredient and impurities (latter not required 

if exempt from requirement of tolerance or if generally recognized as safe by FDA) are fully described. 

Analytical methods (as discussed in #9) to verify cenified limits validated as to their precision and 

accuracy. 
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63 Physical and Chemical Characteristics 

ACCEPTANCE CRITERIA 

The following criteria apply to the technical grade of the active ingredient being reregistered. 

Does your study meet the following acceptance criteria? 

63-2 Color 
__ Verbal. description of coloration (or lack of it) 
__ Any intentional coloration.also reported in terms of Munsell color system 

63-3 Physical State 
__ Verbal description of physical state provided using terms such as "solid, granular, volatile liquid" 
__ Based on visual inspection at about 20-25" C 

63-4 Odor 
Verbal description of odor (or lack of it) using terms such as "garlic-like, characteristic of aromatic 
compounds" 
Observed at room temperarure 

63-5 Melting Point 
Reported in ·c 

__ Any observed decomposition reported 

63-6 Boiling Point 
Reported in •c 
Pressure under which B. P. measured reported 
Any observed decomposition reported 

63-7 Density, Bulk Density, Specific Gravity 
Measured at about 20-25" C 
Density of technical grade active ingredient reported in g/ml or the specific gravity of liquids reported 
with reference to water at 20" C. [Note: Bulk density of registered products may be reported in lbs/ft3 

or lbs/gallon.] 

63-8 Solubilit;• 
Determined in distilled water and representative polar and non-polar solvents, including those used in 
formulations and analytical methods for the pesticide 
Measured at about 20-25 • C 
Reponed in g/100 ml (other units like ppm acceptable if sparingly soluble) 

63-9 Vapor Pressure 
Measured at 25" C (or calculated by extrapolation from measurements made at higher temperature if 
pressure too low to measure at 25 • C) 
Experimental procedure described 
Reponed in mm Hg (torr) or other conventional units 

63-10 Dissociation Constant 
Experimental method described 
Temperature of measurement specified (preferably about 
20-25"C) 
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63-11 Octanol/water Panition Coefficient 
Measured at about 20-25 o C 

_ 63-12 pH 

Experimentally determined and description of procedure provided (preferred method-45 Fed. Register 

77350) 
Data supporting reported value provided 

Measured at about 20-25 o C 

Measured following dilution or dispersion in distilled water 

63-13 Stability 
Sensitivity to metal ions and metal determined 

Stability at normal and elevated temperatures 
Sensitivity to sunlight deterinined 



Guideline 

81-1 
81-2 
81-3 
81-4 
81-5 
81-6 

Study Title 

126--

SUBDIVISION F 

Acute Oral Toxicity in the Rat 
Acute Dermal Toxicity in the Rat, Rabbit or Guinea Pig 
Acute Inhalation Toxicity in the Rat 
Primary Eye Irritation in the Rabbit 
Primary Dermal Irritation Study 
Dermal Sensitization in the Guinea Pig 
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81-1 Acute Oral Toxicity in the Rat 

ACCEPTANCE CRITERIA 

_ Does your study meet the following acceptance criteria? 

!. __ Identify material tested (technical, end-use product, etc). 

2. __ At least 5 ~oung adult rats/sex/group. 

3. __ Dosing, single oral may be administered over 24 brs. 

4 :_ Vehicle control if other than water. 
5. __ Doses tested, sufficient to determine.a toxicity category or a limit dose (5000 mglkg). 

6. . Individual observations at least once a day. 

7.-- Observation period to last at least 14 days, or until all test animals appear normal whichever is longer. 

8 . __ Individual daily observations. 
9. __ Individual body weights. 

10. __ Gross necropsy on all animals. 

Criteria marked with an • a~ supplemental and may not be required for every study. 
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81-2 Acute Dermal toxicity in the Rat, Rabbit or Guinea Pig 

ACCEPTANCE CRITERIA 

- Does your study meet the following acceptance criteria? 

!. __ Identify material tested (technical, end-use product, etc). 

2. __ At least 5 animals/sex/group. 
3.!....__ Rats 200-300 gm, rabbits 2.0-3.0 kg or guinea pigs 350-450 gm. 

4. __ Dosing, single dermal. 
5 . __ Dosing duration at least 24 ho\lrs. 
6._• __ Vehicle control, only if toxicity of Vehicle is unknown. 

7 . __ Doses tested, sufficient to doitermine a toxicity category or a limit dose (2000 mg/kg). 

8 . __ Application site clipped or shaved at least 24 hours before dosing. 

9. __ Application site at least 10% of body surface area. 

10. __ Application site covered with a porous nonirritating cover to retain test material and to prevent 

ingestion. 
11. __ Individual observations at least once a day. 

12. __ Observation period to last at least 14 days. 

13. __ Individual body weights. 
14. __ Gross necropsy on all animals. 

Criteria marked with an * are supplemental and may not be required for every srudy. 
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81-3 Acute Inhalation Toxicity in the Rat 

ACCEPTANCE CRITERIA 

_ Does your study meet the following acceptance criteria? 

!. __ Identify material tested (technical, end-use product, etc). 

2. __ Product is a gas, a solid which may produce a significant vapor hazard based on toxicity and expected use 

or contains panicles of inhalable size for man (aerodynamic diameter 15 I'm or less). 

3. __ At least 5 young adult rats/sex/group. 

4. __ Dosing, at least 4 hours by inhalation. 

5. __ Chamber air flow dynamic, at least 10 air changes/hour, at least 19% oxygen content. 

6. __ Chamber temperature, 22 • C (±2'), relative humidity 40-60%. 

7 . __ Monitor rate of air flow. 

8. __ Monitor actual concentrations of test material in breathing zone. 

9 . __ Monitor aerodynamic particle size for aerosols. 

10._ Doses tested, sufficient to determine a toxicity category or a limit dose (5 mg/L actual concentration of 

respirable substance). 

11._ 
12. 
13. 

Individual observations at least once a day. 

Observation period to last at least 14 days. 

Individual body weights. 
14 ._ Gross necropsy on all animals. 



-130---

81-4 Primary Eye Irritation in the Rabbit 

ACCEPTANCE CRITERIA 

_ Does your srudy meet the following acceptance criteria? 

I. Identify material tested (technical, end-use product, etc). 
2 . __ Srudy not required if material is corrosive, causes severe 

dennal irritation or bas a pH of .5_2 or L.11.5. 
3. __ 6 adult rabbits. 
4._·_ Dosing, instillation irito the conjunctival sac of one eye 

per animal. 
5. __ Dose, 0.1 ml if a liquid; 0.1 ml or not more than 100 mg if a solid, paste or paniculate substance·. 
6. __ Solid or granular test material ground to a fme dust. 
7 . __ Eyes not washed for at least 24 hours. 
8 . __ Eyes examined and graded for irritation before dosing and 

at 1, 24, 48 and 72 hr, then daily until eyes are nonnal 
or 21 days (whichever is shoner). 

9.~ Individual daily observations. 

Criteria marked with an • are supplemental and may not be required for every smdy. 
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81-5 Primary Denne Irritation Study 

ACCEPTANCE CRITERIA 

Does your study meet the following acceptance criteria? cep 

!. __ Identify material tested (technical, end-use produCII,l etc). 

2. __ Study not required if material is corrosive or hasia pH of ~2 or ..<!_11.5. 

3. __ 6 adult animals. 
4. __ Dosing, single dermal. 

5. __ Dosing duration 4 hours. 

6. __ Application site shaved or clippoo at least 24 ho'!R<Prior to dosing. 

7 . __ Application site approximately 6 em'. · 6 . 

8. __ Application site covered with a gauze patch heldqplace with nonirritating tape. 

9 . __ Material removed, washed with water, without !Duma to application site. 

10. Application site examined and graded for irritatiograt 1, 24, 48 and 72 hr, then daily until normal or 14 

days (whichever is shorter). 

II.!_ Individual daily observations. 

Criteria marked wilh an • are supplementah Bid may not be required for every study. 
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81-6 Dermal Sensitization in the Guinea Pig 

ACCEPTANCE CRITERIA 

Does your study meet the following acceptance criteria? 

!._ Identify material tested (technical, end-use product, etc). 
2 ._ Study not required if material is corrosive or has a 

pH of .5..2 or ~11.5. 
3._ One of the following methods is utilized: 

Freund's complete adjuvant test 
-- Guinea pig maximization. test · 
__ Split adjuvant technique 

Buehler test 
__ Open epicutaneous test 
__ Mauer optimization test 
__ Footpad technique in guinea pig. 

4._ Complete description of test. 
5. !.._ Reference for test. 
6._ Test followed essentially as described in reference document. 
7 ._ Positive control included (may provide historical data conducted within the last 6 months). 

Criteria marked with an • are supplementaJ and may not be required for every srudy. 
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Attachment 6. List of All Registrants Sent This Data Call-In (insert) 
Notice 
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Attachment 7. Cost Share Data Compensation Form, and Confidential 

Statement of Formula Form 
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Confidenti•l Bu$inttsslnformation: Ooas Not Contain National Securit lnform•tion (E.O. t 20651 Fonn Approwd. OMB No 207ll.oo60. Appnwol EMpiw 2J2819.1' 

UniiM ._!!at~ !._rwtrcWVMntal ProeeletiDn r A. 0 8. 

oEPA 
OffiCe ol Jlettk:KM Pf~•m•ITS-717 Bolic Farmulllian 

Wfthinglorl, 20410 0 Allernete FormuiMton 

See lnstn1C1!0nt Oft B'ck 

Confidential Statement of Formula .... .. 
I. Nome and Add< .. s ol AQplicani/Rov,.tronl /lll<I<IH .ilr Codol 2. Noma ond Address of Producer (Include ZIP COO.} 

3_ Prodl.lct ~me 4. Regilttehon ND./File Symbol 5 EPA Product Mgr/TNm No 8. Country Where fOfmt.daiBd 

I 
7. PoundUGII ot Sulk Density 8.pH 9 Fleih Potnt/Fiame E1t1n510n ! 

I 

10. Cornponenu in Formul~ft.J• u Ktu-'1>1 ;nuotlucetl 13. hen Compon.nt U. C""ito.d Lomin IS P\MP(I~ •r>l 

EPA USE ONLY inro JIM fotmuWiDt'l. GM commonly act.,r~ Chlrnk~ 11. Supptiet ~mt • .-cldr8N 12. Efi'A R ... No. ln-Formutltion t'-~ "-br We1ghC FOtmv'atotl\ 

""'"'· rt-*n.,.., •ntiCAS numOwt.J 
1. Amount II ... _,. Wlot 1 \,lfpllfliMfl II ~l~n _I 

I 
I 
I 

. 

J_ .... r -

' ' 
. -. -

1 Ci. Typed N.-no of Al)prOYing OfticNII 11. Tot•l Weight 
100% 

18. Signature ot Awrovi"'J unlcial 19. 1rtto 120. Phone Mo./Include Ar" Codtl 21 Date 

EPI\ Form 1571).4 (Rov. 12·80) Prnioul edltlona •r• obtolete. w you- pholocGpj wo, piiiM IUbml an ICicltiOrtaJ capy. Whhe • EPII Fie Copy (orlglnlll) Yelow • Apphcanl Cfl!'Y 
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Instructions for Completing the Confidential Statement of Formula 

The Confidential Statement of Fonnula (CSF) Fonn 8570-4 must be used. Two legible, signed 

copies of the fonn are required. Following are basic instructions: 

a. All the blocks on the fonn must be filled in and answered completely. 

b. If any block is not applicable, mark it N/ A. 

c. The CSF must be. signed, dated and the telephone number of the responsible party 

must be provided. 

d. All applicable infonnation which is on the product specific data submission must 

also be reported on the CSF. 

e. All weights reported under item 7 must be in pounds per gallon for liquids and 

pounds per cubic feet for solids. 

f. Flashpoint must be in degrees Fahrenheit and flame extension in inches. 

g. For all active ingredients, the EPA Registration Numbers for the currently 

registered source products must be reported under column 12. 

h. The Chemical Abstracts Service (CAS) Numbers for all actives and inerts and all 

common names for the trade names must be reported. 

i. For the active ingredients, the percent purity of the source products must be 

reported under column 10 and must be exactly the same as on the source 

product's label. 
J. All the weights in columns 13.a. and 13.b. must be in pounds, kilograms, or 

grams. In no case will volumes be accepted. Do not mix English and metric 

system units (i.e., pounds and kilograms). · 

k. All the items under column 13.b. must totallOO percent. 

1. All items under columns 14.a. and 14.b. for the active ingre!fients must represent 

pure active fonn. · 

m. The upper and lower certified limits for ail active and inert ingredients must 

follow the 40 CFR 158.175 instructions. An explanation must be provided if the 

proposed limits are different than standard certified limits. 

n. When new CSFs are submitted and approved, all previously submitted CSFs 

become obsolete for that specific fonnulation. 
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United States Environmental -Protection Agency Form Approved 
ft. EPA Washlnglon, DC 20460 
,., CERTIFICATION OF OFFER TO COST OMB No. 2070.0108 

1070-0057 
SHARE IN THE DEVELOPMENT OF DATA Approval Explrn 3-31-!16 

Public reporting burden for !his colectlon Dl inlonnatlon Is estimated to average 15 milwtes per response, Including 
- time for reviewing inslltlctlons, searching existing data sources, gathering and maintaining the dala needed, and 

COI'f1)1etlng-and reviewing the collection of Information. Send comments regarding the burden estimate or any other 
aspect of tlis collection of Information, Including suggestions lor reducing this burden, to Chief, Information Poley 
Branch, PM-223, U.S. Environmental Protection Agency, 401 M St., S.W., Washington, DC 20460; and to the Office 
of Management and Budget, Paperwork Reduction Project (2070.0106), Washing1on, OC 20503. 

Please .flU In blanks below. 

Compaa~ :Samt <~ompanr Number 

Product :\11111t 1-:PA llfoa. 'io. 

I Certify that: 

My company is wiUing to develop and submit the data required by EPA under lhe authority of the Federal 
Insecticide, FungiCide and Rodenticide Act (FIFFIA), If necessary. However, my company would prefer to 
enter into an agreement with one or more registranls to develop joinlly or share in the cost of develcplng 
data. 

My firm has offered in writing to enter into such an agreement. That offer was Irrevocable and included an 
offer to be bound by arbilration decision under section 3(c)(2}(B}(Iii) of FIFRA if final agreement on all 
terms could not be reached olherwlsa. This otter was made to the following llrm(s) on the following 
date(s): 

Name of ~lrm(•l Date of Offer 

- .. 
. 

Certj!lcation· 

I certify lhat I am duly authorized to represent the COI'f1)8l'ly named above, and that the statements thai I have made on 
this form and aa attacttmems therein are IItle. accurate, and corrplete. I acknowledge that any knowingly false or 
misleading statement may be punishable by fme or imprisonment or both under applicable law. 

Signature of Comp1ny"a Authorized R•pr .. entaHv• Dat• 

Name 1nct nue (Pte .. • Type or Print) 

I.PA Fonu8~0--32 1,..5191) Rf'plartjf.PA Fonnl..qij.wbkhh: nb~ctc.· 
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Unhed Stataa Environmental Protection Aganqr .... .,, .,.. . 

ft EPA waahlngton, DC zo•ao Oil& .... 21'1'0-011'1 
...:: CERTIFICATION WITH RESPECT TO 
~7 DATA COMPENSATION REQUIREMENTS 

an .. •••' A-- IQINa J.JI-96 

PubliC repor1ing burden for lhla coltctlon ollrfoll!lllion 11 estimated to ave-. 15 mhltn par response, inCUSinQ 
time lor riYiewinglnslrucllons, stllChlng existing d&ll scurc:ea. gatlltrtng and llllintaining lht dill netdtd, and 

co~tting and reviewing tht COIItcli)n ot lntormaJion. Send col!'ft'lti1IS rwg~rdlng thl bul'dtn elllmatl or any otllar 

lSI*! ot tllis OOIItclion of information. including suggestions for reQicing 1/111 bul'dtn, to Chit!, lnforrnalion PoDcy 
Brandl. PM-223, U.S. EnWonmlllll Platec:lion Agency, 401 M Sl., S.W., Wut*1glon, DC 20410; and to tne Ottice 

ol Management and lludgll, Pape~ Rlducllon ProjeCt (2070-01 oe), WU!mgiOn. DC 20503. 

PI-· flU In 1111'*1 below. 

C..,Onr *- C-peny N-r 

. ..-- DA J.ev. Jlo, 

I Cerlly tnat: 

1. Fot each study c:illd In IUPPOf1 ol regislrlllon or rentgislratiOII Uftdlr 1t11 Ftcllrat lnslclicldl, h!IQicldt and 

Rodlnlicl!l AlJ (FIFAA) 1111t 11 an ucklsivl use study, I amtht origNidiiiiiUbmlllll', or 1 nave ollllintd till 
Willen permislion olttw original dill ~., 10 Cllt llllllkldy. 

2. Tllallor tach study Clltd In suppon ol Ngislration or ,.rtglslrllion uncllr FIFRA thll II NOT an exwslve Ult 

•udy. 1111111111 011g1n11 dill dlmilllt', or 1 nave cllllintd tne wrtnen permilllon 011111 ortglnll dllaiUbmil!er. or 1 
lla .. nollled In wrtlng 1111 ~ IIIII ~tel dlla I l1lvl Cllld and lla .. olltrtcllo: (I) PlY 
oompttlllliOn torlllo• data In ICCOidlnce wlh '"'ions 3(C)(1)(0) and 3(C)(2)(0) ol FIFAA; and (II) Commence 
IIIQOiilllan to d ... lmllll wtlidl dill .. IUIIjlel to lhl compensalioi\IIQ!Iftment ol FIFRA ancltha amount ot 
~ftllllan u, 1 anr. 1111 CIO/I1)Irilal ,..,. notii'IICIII'I: (CIIICit one) 

I I 1111 001T1*'111 wfla lllvt Ulmlltd 1111 ltUdiiS &slid on lllllllcll ol ttil torm or IIIIChld 
shttU, or indiCa1ed on lht lbChtcl "R~irementl SlltUI and Regilttlnls' AHponse Form. • 

3. Thall l1lvl prtYiaully OOII'C)IIId wllt111Cllon 3(C)(1 )(D) Dl FIFRA lor tht lluCIIII I ,_.,. c:llld in IUI)I)Oft ol 

regitlration or rtrlglltratlOn undtr FIFRA. 

Si;J!Uiltre "",; 

- - Tille 1,_ T,_ 1r Prllllj 

G!HERAL 0~ TO PAY: I hllttly C!l'lll' and lgl'tt 10 pay compens•ion to 011111' PII'IOI'II. with l'lgll"d to ll'lt 

reg$11ti0n or N1'1Qi1tratiC1n ol my produCII. 10 tht ll'llnl required lly FIFRA Ndionl 3(c)(t)(D) and 3(C)(2)(0) . 

......... ..... 

NIIM - 111141 C"-- T,. ., _., 


